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FDA Received Date: From: 01-JUN-2003
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Number of Pages: 3,142

Disclaimer: Submission of a safety report does not constitute an
admission that medical personnel, user facility, importer, distributor,
manufacturer or product caused or contributed to the event. The
information in these reports has not been scientifically or otherwise
verified as to a cause and effect relationship and cannot be used to
estimate the incidence of these events.

Detailed Report

To: 01-JUN-2008

 *. “MedDRA® Version” refers to the name and version of the dictionary in use at the time the cases were retrieved from the FDA Adverse Event Reporting System
(FAERS).  MedDRA Medical Dictionary for Regulatory Activities (MedDRA®) is a medical terminology developed under the support of the International Conference
on Harmonization (ICH) and is a registered trademark of the International Federation of Pharmaceutical Manufacturers and Associations (IFPMA).  MedDRA is used
by FDA, other regulatory agencies, and pharmaceutical manufacturers to code adverse events, medication errors and other information associated with the use of
medical products. A MedDRA® Preferred Term (PT) is used to standardize a “medical concept” in a report. For example, a report of “heart attack” or “myocardial
infarct” are standardized to the same Preferred Term, “Myocardial Infarction”.  MedDRA is updated twice a year.

 **. “Total Cases” reflects the number of individual patient case reports associated with the product of interest that were submitted to FDA within the specified time
period.  A case consists of an initial report and any follow-up reports submitted to FDA.  Because FDA may receive reports on the same patient from more than one
source, some of these cases may be duplicate patient reports.

MedDRA® Version* : 17.1

Selection Criteria:

Active Ingredient .;VENLAFAXINE HYDROCHLORIDE
.Active Moiety: 
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report

Field Heading Definition
FDA Received Date The date that FDA received the most recent information regarding a case, either as an initial report or follow-up report.  The FDA Received Date may not be

the same as the date that the event occurred. The event may have occurred days or even months (or years) before the report was sent to (and received by)
FDA.  Note the displayed date on the report may be later than the query date range if FDA received follow-up information for a case.   FDA provides the most
current case information available.

Case # A unique number assigned by FDA that identifies a FAERS case.  A case includes the information received in the initial report plus any additional information
received in follow-up reports.

Case Type There are three case types in FAERS: 
Expedited (15-Day): submitted to FDA by manufacturers; these are reports containing serious, unexpected adverse events
Nonexpedited: submitted periodically to FDA by manufacturers; these are reports containing adverse events other than those qualifying for expedited (15-day)
reporting
Direct: submitted “directly” to FDA by healthcare professionals, patients and other consumers 

Health
Professional

Indicates whether the initial source who provided information about the event is a health professional (HP). Possible values are; Y - Yes, N – No or the field is
blank if it was not reported 

Outcomes Based on FDA regulations, the reported outcome(s) determines whether a case is serious. The outcome categories include congenital anomaly/birth defect
(CA), death (DE), disability (DS), hospitalization (HO), life-threatening (LT), other serious important medical event (OT), and required intervention to prevent
permanent impairment/damage (RI). A case can have more than one outcome.

Manufacturer
Control #

The Manufacturer Control Number is the manufacturer’s unique identifier associated with the case. Also referred to as the Company Report Number.

Age The patient's age, with age unit, based on information provided in the report.
Sex Patient sex (Male, Female, Unknown).

Country The country where the event occurred. If not reported, then the country of the reporter. The International Organization for Standardization (ISO) 3166-1
alpha-3 country code is used as an abbreviation for the country.

The information in this report is generated from the FDA Adverse Event Reporting System (FAERS) by using a report query where suspect product(s) or active ingredients are
selected from a standardized dictionary and a date range is specified as search criteria. The table below provides the definitions for field headings that are listed on the report.

FAERS data have limitations, including the following. There is no certainty that the reported event was actually due to the product. Reports are often incomplete - a blank field
means that no data were provided. FDA does not receive reports on all adverse events that occur with a product. Many factors can influence whether or not an event will be
reported, therefore, FAERS data cannot be used to compare products or calculate how frequently an event occurs in the U.S. population.
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Detailed Report

Field Heading Definition
Preferred Term A Medical Dictionary for Regulatory Activities (MedDRA®) Preferred Term (PT) is used to standardize a “medical concept” in a report. For example, a report of

“heart attack” or “myocardial infarct” are standardized to the same Preferred Term, “Myocardial Infarction”. MedDRA is a medical terminology developed under
the support of the International Conference on Harmonization (ICH) and is a registered trademark of the International Federation of Pharmaceutical
Manufacturers and Associations (IFPMA). MedDRA is used by FDA, other regulatory agencies, and pharmaceutical manufacturers to “code” adverse events,
medication errors and other information associated with the use of medical products

Product Name of a drug or therapeutic biologic in the case report. A product name can appear as either a brand name (trade name) or an active ingredient name,
depending on what was reported.

Role There are two roles for products listed on the cases. Suspect (S) identifies the product(s) that the initial reporter deemed most likely to be associated with the
event. Concomitant (C) identifies products taken at the same time as the suspect product, but not deemed by the initial reporter as being associated with the
event.

Route Reported route of product administration (e.g., oral, topical, injection, sublingual, inhalation).

Dosage Text Refers to the amount of the product that was taken or given to a patient, and the frequency of administration.  For example, 20 mg twice daily.

Duration The length of time the product was used.  For example, if someone reported taking Drug A from January 1 to January 30, the duration would be 30 days.

Manufacturer The manufacturer of the product, as indicated in the report. 
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Detailed Report

3953595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2003 3953595 DIRECT Y HO,LT,RI 65 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG TAKE ONE PO  

NAPROXEN C  
RANITIDNE HCL C  
TERAZOSIN HYDROCHLORIDE C  
HYDROCHLROTHIAZIDE C  
LOVASTATIN C  
TERAZOSIN HYDROCHLORIDE C  
PREDNISONE C  
FOSINOPRIL NA C  

3954555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2003 3954555 EXPEDITED (15-DAY) Y OT HQWYE273420MAY03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness cortical EFFEXOR S TRANSPLACENTAL FIRST TRIMESTER OF

PREGNANCY
 

Cerebral palsy  
Congenital anomaly  
Developmental delay  
Maternal exposure during pregnancy  
3955964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2003 3955964 EXPEDITED (15-DAY) N HO HQWYE340523MAY03 14 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL SEE IMAGE  
Medication error RISPERDAL S 0.25 MG 1X PER 1 DAY  
Somnolence STRATTERA S 80 MG 1X PER 1 DAY  
Drug interaction  

Page: 4 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3953461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2003 3953461 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S 37.5 MG  
3954045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2003 3954045 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S CAPSULE LOWEST

DOSE
 

Tinnitus SYNTHROID C  
LIPITOR C  

3954105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2003 3954105 DIRECT N OT 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling jittery EFFEXOR S ORAL 2-150 2X A DAY ORAL  
Hyperhidrosis  
Loss of consciousness  
Weight decreased  
3955614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2003 3955614 EXPEDITED (15-DAY) Y DE GBWYE036725FEB03 18 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomegaly EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Drug screen positive TETRABENAZINE S ORAL 12 MG 3X PER 1 DAY
ORAL

 

Blood alcohol increased  
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Detailed Report
3956536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2003 3956536 EXPEDITED (15-DAY) Y HO HQWYE352127MAY03 68 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Choking EFFEXOR S ORAL 37.5 MG TWICE DAILY,

AND 18.75 MG (1/2
TABLET); DAILY

 

Dry mouth ATENOLOL (ATENOLOL) C  
Dysphagia  
Pneumonia aspiration  
Tongue paralysis  
3956631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2003 3956631 EXPEDITED (15-DAY) Y OT HQWYE345827MAY03 74 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Depressed level of consciousness ACETAMINOPHEN S ORAL 325 MG 3X PER 1 DAY
ORAL

 

Dizziness TRAMADOL HYDROCHLORIDE S ORAL 37.5 MG 3X PER 1 DAY
ORAL

 

Drug interaction LORAZEPAM C  
Drug clearance decreased  
Dry mouth  
Enzyme inhibition  
Headache  
Nightmare  
Palpitations  
Temperature intolerance  
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Detailed Report
3956649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2003 3956649 EXPEDITED (15-DAY) Y HO HQWYE273620MAY03 27 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL 1950 MG OVERDOSE

AMOUNT (FIFTY-TWO
37.5 MG TABLETS)
ORAL

 

Blood creatine phosphokinase increased PAROXETINE HYDROCHLORIDE S ORAL 360 MG OVERDOSE
AMOUNT (TWELVE 30
MG TABLETS) ORAL

1 DAY

Cardiac disorder CANNABIS C  
Cardiomyopathy  
Chest pain  
Drug interaction  
Electrocardiogram abnormal  
Hyperhidrosis  
Hypertension  
Intentional overdose  
Left ventricular failure  
Mitral valve prolapse  
Nervousness  
Sinus tachycardia  
Tremor  
Ventricular hypertrophy  
Ventricular hypokinesia  
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Detailed Report
3956674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2003 3956674 EXPEDITED (15-DAY) Y HO,DS,OT HQWYE389929MAY03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG SINGLE DOSE  
Serotonin syndrome PHENELZINE S ORAL 15 MG 2 X PER 1 DAY  

LITHIUM CARBONATE C  
LORAZEPAM C  
STALAZINE (TRIFLUOPERAZINE
HYDEROCHLORIDE)

C  

3954467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2003 3954467 DIRECT Y HO 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL ORAL  
Depressed level of consciousness ZYPREXA S ORAL ORAL  
Electromyogram abnormal CELEBREX C  
Haemodialysis FLEXERIL C  
Myopathy DEPAKOTE C  
Pain in extremity NEURONTIN C  
Pain SYNTHROID C  

ULTRAM C  
3954724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2003 3954724 DIRECT N OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased activity EFFEXOR S ORAL 50 MGS 1 DAY ORAL  WYETH
Dizziness  
Drug withdrawal syndrome  
Family stress  
Impaired work ability  
Paraesthesia  
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Detailed Report
3956672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2003 3956672 EXPEDITED (15-DAY) Y OT HQWYE391129MAY03 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed mood EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Drug interaction CETIRIZINE HYDROCHLORIDE S ORAL 10 MG 1X PER 1 DAY  
3957410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2003 3957410 EXPEDITED (15-DAY) Y DE B0300194A 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DYAZIDE S ORAL ORAL  

VERAPAMIL HYDROCHLORIDE S ORAL ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

3955956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2003 3955956 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 3 X DAY ORAL  WYETH
3957658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2003 3957658 EXPEDITED (15-DAY) N DE HQWYE359727MAY03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident EFFEXOR XR S  
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Detailed Report
3958082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2003 3958082 EXPEDITED (15-DAY) Y OT HQWYE389129MAY03 77 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
4 DAY

Anxiety PROTHIADEN C  
Burning sensation PROMETHAZINE C  
Condition aggravated ATENOLOL C  
Flushing CIMETIDINE C  
Movement disorder  

3958229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2003 3958229 EXPEDITED (15-DAY) Y HQWYE436702JUN03 Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR S ORAL "150 TO 225MG"  
Road traffic accident  
3958350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2003 3958350 EXPEDITED (15-DAY) Y OT HQWYE391029MAY03 53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
29 DAY

Hypotension ENALAPRIL C  
Loss of consciousness FLUOXETINE HCL C  
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Detailed Report
3958351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2003 3958351 EXPEDITED (15-DAY) Y HO,LT HQWYE390429MAY03 65 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SLOW REDUCTION

OVER WEEKS ORAL
TO 37.5 MG DAILY,
THEN DISCONTINUED

749 DAY

Overdose  
Suicide attempt  
3958354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2003 3958354 EXPEDITED (15-DAY) Y HO HQWYE388729MAY03 30 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Arthralgia CELEBREX C  
Affect lability  
Chills  
Dizziness  
Mood swings  
Neck pain  
Tearfulness  
3958361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2003 3958361 EXPEDITED (15-DAY) Y HO FRWYE156702JUN03 71 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eosinophil count increased EFFEXOR S ORAL ORAL  
3958466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2003 3958466 EXPEDITED (15-DAY) N OT HQWYE378128MAY03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carbohydrate antigen 27.29 increased EFFEXOR S ORAL ORAL  
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Detailed Report
7052379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2003 7052379 EXPEDITED (15-DAY) N HO FR-ROCHE-338617 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus VALIUM S ORAL 28 DAY ROCHE
Rash macular ALLOPURINOL S UNKNOWN  
Rash pustular PANTOPRAZOLE SODIUM S UNKNOWN  
Diarrhoea CALCIUM PHOSPHATE

\CHOLECALCIFEROL
S UNKNOWN  

Asthenia NICOBION S UNKNOWN  
Pyrexia RISPERDAL S UNKNOWN  
Rash erythematous PROPRANOLOL

HYDROCHLORIDE
S ORAL  

Drug eruption DYDROGESTERONE S ORAL  
EFFEXOR S UNKNOWN  
DEPAKOTE S UNKNOWN  

3957524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2003 3957524 DIRECT Y OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL 150 MG PER DAY

ORAL
 

Balance disorder  
Drug withdrawal syndrome  
Feeling abnormal  
3957613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2003 3957613 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR S ORAL 1/2 TAB BID ORAL  
Medication error  
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3957636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2003 3957636 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Activities of daily living impaired EFFEXOR XR S  WYETH
Coordination abnormal  
Dizziness  
Fall  
Fatigue  
Feeling abnormal  
Impaired work ability  
3957917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2003 3957917 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1.75MG 2 X PER ORAL  
Night sweats  
Weight increased  
3982503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2003 3982503 NON-EXPEDITED PHEH2003US02974 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression GLEEVEC S ORAL 400 MG, QD, ORAL  
Drug interaction EFFEXOR S ORAL ORAL  
Pain CELEBREX S  
7223379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2003 7223379 DIRECT Y DS 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE S ORAL 150MG BD ORAL  WYETH
Mood swings  
Nervous system disorder  

Page: 13 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3368307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2003 3368307 EXPEDITED (15-DAY) Y HO,DS,OT HQ1676407OCT1999 20 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alveolitis allergic EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
101 DAY

Cardiomyopathy  
Cough  
Dyspnoea  
3958380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2003 3958380 DIRECT N OT 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL 75MG AM ORAL;

150MG PM ORAL
 WYETH

Feeling abnormal  
Nervous system disorder  
Tremor  
Vertigo  
3959175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2003 3959175 EXPEDITED (15-DAY) Y DE,LT PERL20030009 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  
Drug abuser VENLAFAXINE HYDROCHLORIDE S  
Toxicologic test abnormal  
3959298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2003 3959298 EXPEDITED (15-DAY) Y OT 2003023120 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated CETIRIZINE HYDROCHLORIDE S ORAL 10 MG (DAILY); ORAL  
Depressed mood VENLAFAXINE S ORAL 75 MG (DAILY); ORAL  
Drug interaction  
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3959386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2003 3959386 EXPEDITED (15-DAY) N OT HQWYE415630MAY03 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL [VARIOUS] MG 1X PER

1 DAY, ORAL [SEE
IMAGE]

 

Amnesia ZOLOFT C  
Arrhythmia  
Chest pain  
Cold sweat  
Disorientation  
Disturbance in attention  
Drug withdrawal syndrome  
Emotional distress  
Mood swings  
Nightmare  
Somnolence  
Syncope  
Tremor  
Weight increased  

3956936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2003 3956936 DIRECT Y OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S 225 MG/D  
Amnesia ALCOHOL S  
3956968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2003 3956968 DIRECT Y 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S 150 MG/D  
Amnesia ALCOHOL C  
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3959955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2003 3959955 EXPEDITED (15-DAY) Y OT HQWYE432802JUN03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Affect lability  
Blood cholesterol increased  
Blood pressure increased  
Depression  
Drug withdrawal syndrome  
Glucose tolerance impaired  
Suicidal ideation  
Weight increased  

3959497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2003 3959497 EXPEDITED (15-DAY) Y OT HQWYE391829MAY03 79 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL 75 MG, 1X PER 1 DAY 29 DAY
Parkinsonism OLANZAPINE (OLANZAPINE) C  

ENALAPRIL MALEATE C  
ZYLOPRIM C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  
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3959536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2003 3959536 DIRECT N 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S INTRA-AURAL 75MG DAILY

AURICULAR (OLC)
 WYETH AYERST

Chills  
Drug dependence  
Drug withdrawal syndrome  
Headache  
Insomnia  
Nausea  
Pain  
Tremor  
Vertigo  

3956344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2003 3956344 EXPEDITED (15-DAY) N HO US-
GLAXOSMITHKLINE-
A0412049A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome IMITREX S ORAL  GLAXOSMITHKLINE
Chills EFFEXOR S  
Convulsion  
Lethargy  
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3958641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2003 3958641 EXPEDITED (15-DAY) Y HO,DS HQWYE347327MAY03 18 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S ORAL 75 MG 1X PER  1 DAY 2 DAY
Bruxism TRIPHASIL -21

(LEVONORGESTREL/ETHINYL
ESTRADIOL)

C  

Conversion disorder CATAFLAM (DICLOFENAC
SODIUM)

C  

Hypertonia ORPHENADRINE CITRATE C  
Muscle contractions involuntary ACETAMINOPHEN C  
Palpitations ZOPICLONE C  
3959783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2003 3959783 EXPEDITED (15-DAY) Y OT GBWYE160304JUN03 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion induced EFFEXOR S  
Maternal drugs affecting foetus UNSPECIFIED INGREDIENT C  
Encephalocele  
Maternal drugs affecting foetus  
3960910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2003 3960910 EXPEDITED (15-DAY) Y DS HQWYE530409JUN03 54 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

PROPRANOLOL C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
3961216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2003 3961216 EXPEDITED (15-DAY) Y OT HQWYE455803JUN03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus EFFEXOR S 225 MG (FREQUENCY

UNSPECIFIED)
 

Autism spectrum disorder  
3961219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2003 3961219 EXPEDITED (15-DAY) Y OT HQWYE473005JUN03 54 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL ORAL  
Generalised tonic-clonic seizure CLOZAPINE S ORAL 500 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
3 YR

White blood cell count decreased  

3958107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2003 3958107 EXPEDITED (15-DAY) Y OT HQWYE347727MAY03 30 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL SEE IMAGE  
Unevaluable event UNSPECIFIED INGREDIENT C  
3958606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2003 3958606 DIRECT Y DS 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chorioretinitis EFFEXOR XR S ORAL 225 MG PO  
Blindness XANAX C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
3960460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2003 3960460 DIRECT Y DS 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR XR S ORAL 150MG QD ORAL  WYETH
Condition aggravated ESTROSTEP FE` C  
Crying  
Depression  
Irritability  
Lethargy  
3961504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2003 3961504 EXPEDITED (15-DAY) Y HO FRWYE160704JUN03 79 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR S ORAL 1 TABLET 2X PER 1

DAY ORAL
 

Drug interaction ASPIRIN S ORAL 325  MG 1X PER 1 DAY
ORAL

 

Fall LEVOTHYROXINE SODIUM C  
Haemoglobin decreased NISISCO

(HYDROCHLOROTHIAZIDE/
VALSARTAN)

C  

Subdural haematoma PNEUMOREL (FENSPIRIDE
HYDROCHLORIDE)

C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
3961512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2003 3961512 EXPEDITED (15-DAY) Y DS,OT HQWYE532209JUN03 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL; GRADUALLY
TAPERED OFF
(AMOUNT REDUCED
UNKNOWN);  37.5 MG
1X PER 1 DAY ORAL

 

Panic attack DIHYDROCODEINE
(DIHYDROCODEINE)

C  

3961558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2003 3961558 EXPEDITED (15-DAY) Y DS HQWYE607910APR03 45 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Akathisia EFFEXOR S ORAL SEE IMAGE  
Conversion disorder RABEPRAZOLE(RABEPAZOLE) C  
Drug level below therapeutic  
3961566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2003 3961566 EXPEDITED (15-DAY) Y LT HQWYE521709JUN03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL SEE IMAGE 802 DAY
Condition aggravated  
Depression  
Drug withdrawal syndrome  
Suicidal ideation  
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Detailed Report
3961645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2003 3961645 EXPEDITED (15-DAY) Y OT HQWYE969330APR03 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy DIMETANE S ORAL 1 WEEK

ADVIL S ORAL 1 WEEK
EFFEXOR S ORAL  

3927109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2003 3927109 EXPEDITED (15-DAY) Y HO,OT FRWYE067720MAR03 17 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Face oedema VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 2X PER 1 DAY

ORAL
4 DAY

Tetany STRESAM (ETIFOXINE) C  
MAGNESIUM (MAGNESIUM) C  

3960959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2003 3960959 DIRECT Y DE 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis acute STRATTERA S ORAL 80MG DAILY ORAL  

EFFEXOR XR S ORAL 37.5 MG DAILY ORAL  
3962318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2003 3962318 EXPEDITED (15-DAY) Y HO HQWYE536210JUN03 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL SEE IMAGE 3 DAY
Depression FLUOXETINE C  
Drug ineffective  
Homicidal ideation  
Insomnia  
Paraesthesia  
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Detailed Report
3962495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2003 3962495 EXPEDITED (15-DAY) DE B0300465A US 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest MORPHINE SULFATE S  
Drug abuser DOXEPIN S  
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S  
Drug screen positive  
3962550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2003 3962550 EXPEDITED (15-DAY) Y DE 03P-163-0221222-00 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest ISOPTIN S ORAL PER ORAL  
Completed suicide DYAZIDE S ORAL PER ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL PER ORAL  

3962694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2003 3962694 EXPEDITED (15-DAY) Y OT HQWYE536710JUN03 56 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
10 MTH

Paraesthesia AMOXICILLIN\CLAVULANATE
POTASSIUM

S 375 MG 3X PER 1 DAY;
SINGLE DOSE OF 385
MG

 

Fear  
Serotonin syndrome  
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Detailed Report
3962800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2003 3962800 EXPEDITED (15-DAY) Y DE,HO HQWYE541610JUN03 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sleep apnoea syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Sudden death LEXAPRO C  
NORVASC C  
LASIX C  
SEROQUEL C  
TRILEPTAL C  
RISPERDAL C  

3962921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2003 3962921 EXPEDITED (15-DAY) Y LT,OT HQWYE384528MAY03 28 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL 75 MG 1 X PER 1 DAY  
Agitation  

3719151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3719151 EXPEDITED (15-DAY) N HO HQ6732504OCT2001 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL ORAL  
Emotional distress  
Homicidal ideation  
Mental impairment  
Mental status changes  
Pain  
Physical assault  
Scar  
Suicidal ideation  
Suicide attempt  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
3910752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3910752 EXPEDITED (15-DAY) Y HO HQWYE452314FEB03 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Chest pain  
Drug abuser  
Heart rate increased  
Intentional overdose  
Medication error  
3961089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3961089 EXPEDITED (15-DAY) OT SEWYE162405JUN03 40 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
6 MTH

Eating disorder EFFEXOR S ORAL FROM 150 MG DAILY
TO NOTHING ORAL

14 DAY

Suicidal ideation  
Weight increased  
3961223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3961223 DIRECT Y DE 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute respiratory distress syndrome STRATTERA S  
Cardiac arrest EFFEXOR S  
Hepatic failure  
Hepatomegaly  
Hypotension  
Lactic acidosis  
Respiratory arrest  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
3961229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3961229 DIRECT N OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG DAY ORAL  WYETH
Muscle spasms  
Visual impairment  
3963030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3963030 EXPEDITED (15-DAY) Y OT DEWYE171512JUN03 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser LORAZEPAM S ORAL UNKNOWN AMOUNT

(THERAPEUTICAL
DOSIS) ORAL

1 DAY

Somnolence LITHIUM CARBONATE S ORAL 1 TABLET (=400 MG)
ORAL

1 DAY

VENLAFAXINE HYDROCHLORIDE S ORAL 2 TABLETS
(UNKNOWN STREGTH)
ORAL

1 DAY

ZOPICLONE S ORAL 4 TABLETS (=30 MG)
ORAL

1 DAY

ZYPREXA S ORAL 1 TABLET (=10 MG)
ORAL

1 DAY

3963041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3963041 EXPEDITED (15-DAY) Y DS HQWYE531709JUN03 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
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Detailed Report
3963275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3963275 EXPEDITED (15-DAY) Y HO,OT GBWYE110028APR03 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Dysphonia  
Oedema mouth  
Rash generalised  
Urticaria  
3963286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 3963286 EXPEDITED (15-DAY) Y HO HQWYE536110JUN03 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR S ORAL SEE IMAGE  
Back pain METHYLPHENIDATE S 10 MG 3X PER 1 DAY 7 YR
Confusional state ZOLPIDEM TARTRATE S 10 MG 1X PER 1 DAY  
Depressed level of consciousness  
Depressed mood  
Disorientation  
Drug interaction  
Drug withdrawal syndrome  
Electrolyte imbalance  
Generalised tonic-clonic seizure  
Insomnia  
Intentional overdose  
Metabolic disorder  
Mood altered  
Muscle spasms  
Nausea  
Somnolence  
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Detailed Report
4005427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 4005427 NON-EXPEDITED Y DE 325150 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents CLONAZEPAM S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
PROPOXYPHENE COMPOUND 65 S ORAL ORAL  
OXYCODONE (OXYCODONE) C  

4005720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 4005720 NON-EXPEDITED Y DE,HO 325112 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents CLONAZEPAM S ORAL ORAL  

HYDROCODONE BITARTRATE
AND ACETAMINOPHEN

S ORAL ORAL  

ALPRAZOLAM (ALPRAZOLAM) S ORAL ORAL  
PAROXETINE HYDROCHLORIDE S ORAL ORAL  
PENTAZOCINE LACTATE S ORAL ORAL  
GABAPENTIN (GABAPENTIN) S ORAL ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
MORPHINE S ORAL ORAL  

4005754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 4005754 NON-EXPEDITED Y DE 325124 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse CLONAZEPAM S ORAL ORAL  
Drug abuser MIRTAZAPINE (MIRTAZAPINE) S ORAL ORAL  

METHADONE HYDROCHLORIDE S ORAL ORAL  
DIPHENHYDRAMINE
HYDROCHLORIDE

S ORAL ORAL  

ZOLPIDEM TARTRATE S ORAL ORAL  
VENLAFAXINE S ORAL ORAL  
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Detailed Report
4163787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2003 4163787 EXPEDITED (15-DAY) Y HO,OT FR-BRISTOL-MYERS
SQUIBB
COMPANY-12300083

78 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis PRAVASTATIN SODIUM S ORAL  BRISTOL MYERS SQUIBB
Gait disturbance MOTILIUM S ORAL  
Headache GINKGO EXTRACT S ORAL  
Depression ALFUZOSIN HYDROCHLORIDE S ORAL  
Ischaemic stroke EFFEXOR S ORAL 17 DAY
Inflammation MEPROBAMATE C  
Heart rate irregular OXAZEPAM C  

ZOPICLONE C  
INEXIUM C  

3951461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2003 3951461 EXPEDITED (15-DAY) N OT HQWYE194114MAY03 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S SEE IMAGE  
Drug dependence  
Drug withdrawal syndrome  
Nausea  
Paraesthesia  
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Detailed Report
3961341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2003 3961341 DIRECT N LT,OT 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 75 TO   DAY   ORAL  
Abnormal behaviour  
Anxiety  
Chest pain  
Dysphonia  
Feeling abnormal  
Mental disorder  
Movement disorder  
Social avoidant behaviour  
3961364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2003 3961364 DIRECT N 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S  WYETH
Disorientation  
Disturbance in attention  
Drug withdrawal syndrome  
Impaired work ability  
Insomnia  
Nervous system disorder  
Vertigo  
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Detailed Report
3963036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2003 3963036 EXPEDITED (15-DAY) Y OT FRWYE172312JUN03 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemic coma EFFEXOR S ORAL 37.5 MG 2 X PER 1

DAY, ORAL
 

INSULIN NOS C  
LEVOTHYROXINE SODIUM C  
PERSANTINE C  
PROGESTERONE C  
URBANYL C  

3950102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2003 3950102 EXPEDITED (15-DAY) Y HO,OT HQWYE186114MAY03 58 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Akathisia EFFEXOR S ORAL SEE IMAGE  
Condition aggravated LORAZEPAM C  
Grunting LITHIUM (LITHIUM) C  
Restless legs syndrome PROCYCLIDINE

HYDROCHLORIDE
C  

Depression OLANZAPINE (OLANZAPINE) C  
LACTULOSE C  
MIRTAZAPINE (MIRTAZAPINE) C  
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Detailed Report
3959730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2003 3959730 EXPEDITED (15-DAY) N LT GB-
GLAXOSMITHKLINE-
B0265903A

56 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome AUGMENTIN S ORAL 375MG Single dose 1 DAY GLAXOSMITHKLINE
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 37.5MG Twice per day 10 MTH
Paraesthesia oral AUGMENTIN S ORAL 375MG Single dose 1 DAY GLAXOSMITHKLINE
Abdominal pain  
Agitation  
Chills  
Cold sweat  
Diarrhoea  
Fear  
Paraesthesia  
Sleep disorder  
Tooth abscess  
Tremor  
3961409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2003 3961409 DIRECT N HO,LT 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 350MG  ONCE DAILY

ORAL
 

Nervous system disorder  
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Detailed Report
3961440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2003 3961440 DIRECT Y OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL 75 MG DAILY ORAL  
Disturbance in attention  
Dizziness  
Eye movement disorder  
Fatigue  
Feeling drunk  
Paraesthesia  
3961476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2003 3961476 DIRECT N HO,LT,OT,RI 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIIth nerve paralysis EFFEXOR S ORAL 20  DAY  ORAL  WYETH
Hypertension EPOGEN C  
Renal impairment BICITRA C  
3961488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2003 3961488 DIRECT N HO,OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lethargy EFFEXOR S 112.5MG  1/DAY  
Muscle twitching ORTHOCYCLIN C  
Nausea ZANAFLEX C  
Tremor TRAZODONE HYDROCHLORIDE C  
Vomiting DURAGESIC C  
Weight decreased  
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Detailed Report
3961527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2003 3961527 EXPEDITED (15-DAY) Y HO,OT HQWYE488806JUN03 72 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 1 WEEK
Hypertensive crisis  
3963847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2003 3963847 EXPEDITED (15-DAY) Y HO,OT HQWYE591112JUN03 31 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR XR S ORAL 75 MG 1X PER 1DAY

ORAL
2 DAY

Diarrhoea  
Psychomotor hyperactivity  
Vomiting  

3945515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2003 3945515 EXPEDITED (15-DAY) DE HQWYE971330APR03 62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bradycardia EFFEXOR S ORAL 75 MG, ORAL  
Cardiac failure IRBESARTAN (IRBESARTAN) C  
Abdominal sepsis  
Hypotension  
Interstitial lung disease  
Ischaemia  
Large intestinal ulcer  
Lung carcinoma cell type unspecified recurrent  
Multi-organ failure  
Organising pneumonia  
Pulmonary embolism  
Pulmonary fibrosis  
Pyrexia  
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Detailed Report
3945733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2003 3945733 EXPEDITED (15-DAY) Y DS HQWYE466903APR03 41 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest discomfort EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Dizziness LANSOPRAZOLE C 20 MG 1X PER 1 DAY  
Drug interaction  
Feeling hot  
Hyperhidrosis  
Muscle spasms  
Nervousness  
Palpitations  
Panic reaction  
Respiratory disorder  
Tremor  
Vision blurred  
3961471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2003 3961471 EXPEDITED (15-DAY) Y HO,OT HQWYE474405JUN03 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia PROPRANOLOL

HYDROCHLORIDE
S ORAL 40 MG  

Diarrhoea ALLOPURINOL S ORAL 100 MG 273 DAY
Pyrexia DEPAKOTE S ORAL 500MG  
Rash erythematous DUPHASTON S ORAL  
Rash macular EFFEXOR S ORAL  
Rash pruritic PANTOPRAZOLE S  
Rash pustular NIACINAMIDE S ORAL  

CALCIUM PHOSPHATE S  
RISPERDAL S  
VALIUM S ORAL 10MG 28 DAY
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Detailed Report
3964540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2003 3964540 EXPEDITED (15-DAY) Y LT HQ5988131DEC2002 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL 37.5 MG DAILY

INCREASED TO 75 MG,
DAILY, ORAL

 

Drug withdrawal syndrome UNSPECIFIED INGREDIENT C  
Insomnia VALTREX C  
Mental disorder  
Paraesthesia  
Suicidal ideation  
Unevaluable event  
3964793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2003 3964793 EXPEDITED (15-DAY) Y HO GBWYE153829MAY03 44 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Varicella EFFEXOR XR S ORAL 75MG 2 WEEK
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3587577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2003 3587577 EXPEDITED (15-DAY) HO,OT HQ5142321DEC2000 21 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alveolitis allergic EFFEXOR S ORAL SEE IMAGE  
Angiotensin converting enzyme decreased  
Bronchiolitis  
Bundle branch block left  
Cardiac failure  
Cardiomyopathy  
Chest X-ray abnormal  
Drug hypersensitivity  
Ejection fraction decreased  
General physical health deterioration  
Hypoxia  
Lung neoplasm  
Pneumonia  
Pneumonitis  
Syncope  
Ventricular dysfunction  
Vital capacity decreased  
Vomiting  
Weight decreased  
3923813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2003 3923813 EXPEDITED (15-DAY) Y HO HQWYE003312MAR03 57 YR Female CHE
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3923813
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute pulmonary oedema EFFEXOR S ORAL "ONE TABLET" ORAL 1 DAY
Blood creatine phosphokinase MB increased  
Bronchopneumonia  
Bronchospasm  
Bundle branch block right  
Cyanosis  
Drug hypersensitivity  
Dyspnoea  
General physical health deterioration  
Hypercapnia  
Hypercholesterolaemia  
Hyperglycaemia  
Hyperhidrosis  
Hypertensive crisis  
Hypertriglyceridaemia  
Hypokalaemia  
Hypoxia  
Jugular vein distension  
Livedo reticularis  
Oedema peripheral  
Orthopnoea  
Oxygen saturation decreased  
Peripheral coldness  
Prolonged expiration  
Rales  
Renal failure acute  
Respiratory rate increased  
Sinus tachycardia  
Systemic inflammatory response syndrome  
Troponin increased  
Use of accessory respiratory muscles  
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3962959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2003 3962959 EXPEDITED (15-DAY) Y HO,OT HQWYE500306JUN03 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia PANTOPRAZOLE S  
Diarrhoea ALLOPURINOL S ORAL 28 DAY
Pruritus PROPRANOLOL

HYDROCHLORIDE
S ORAL 40 MG (FREQUENCY

UNSPECIFIED)
 

Pyrexia DEPAKOTE S ORAL 500 MG 1 X PER 1 DAY  
Rash macular DUPHASTON S ORAL 10 MG (FREQUENCY

UNSPECIFIED)
 

Rash pustular EFFEXOR S ORAL  
NIACINAMIDE S ORAL 500 MG (FREQUENCY

UNSPECIFIED)
 

CALCIUM PHOSPHATE S  
RISPERDAL S  
VALIUM S ORAL 10 MG (FREQUENCY

UNSPECIFIED)
 

3964796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2003 3964796 EXPEDITED (15-DAY) Y OT DEWYE149126MAY03 22 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 2 X PER 1 DAY  
Diarrhoea  
Maternal drugs affecting foetus  
Nausea  
Visual impairment  
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3964987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2003 3964987 EXPEDITED (15-DAY) Y OT HQWYE622116JUN03 20 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR S 75 MG 1X PER 1 DAY 4 DAY
Eye movement disorder  
Hypoaesthesia  
Hypotonia  
Mydriasis  
Tremor  
VIIth nerve paralysis  

3936180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2003 3936180 EXPEDITED (15-DAY) Y OT GBWYE090108APR03 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR S ORAL ONE DOSE OF 75MG

ORAL
 

Chills  
Confusional state  
Consciousness fluctuating  
Fall  
3965455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2003 3965455 EXPEDITED (15-DAY) N OT HQWYE631816JUN03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure abnormal VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Drug withdrawal syndrome PROZAC S ORAL ORAL 1 WEEK
Loss of consciousness  
Malaise  

Page: 40 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3965641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2003 3965641 EXPEDITED (15-DAY) Y OT GBWYE179219JUN03 52 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain scan abnormal EFFEXOR XR S 150MG, FREQUENCY

NOT STATED
3 MTH

Paraesthesia  

3776502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2003 3776502 EXPEDITED (15-DAY) Y HO GB8934519MAR2002 21 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 2X PER 1 DAY  
Drug level above therapeutic CLOZARIL S ORAL 25-350 MG PER DAY  
Fall PIRENZEPINE (PIRENZEPINE) C  
Generalised tonic-clonic seizure  
Loss of consciousness  
Muscle twitching  
3789111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2003 3789111 EXPEDITED (15-DAY) Y OT HQ1951919APR2002 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR XR S ORAL SEE IMAGE  
Aspartate aminotransferase increased LOVASTATIN S ORAL 20 MG 1X PER 1 DAY,

ORAL
 

Constipation HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

Drug withdrawal syndrome CLONIDINE TRANSDERMAL
SYSTEM

C  

Haemorrhoids ATENOLOL (ATENOLOL) C  
Abdominal pain upper  
Blood alkaline phosphatase increased  
Hepatocellular injury  
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3963641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2003 3963641 EXPEDITED (15-DAY) Y OT HQWYE602913JUN03 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR S 225 MG 1X PER 1 DAY  
Intentional product misuse CANNABIS SATIVA SUBSP.

INDICA TOP
C  

CLARITIN C  
3965918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2003 3965918 EXPEDITED (15-DAY) N OT HQWYE685019JUN03 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome MIRCETTE (DESOGESTREL/

ETHINYLESTRADIOL)
C  

Dizziness  
Feeling abnormal  
3965954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2003 3965954 EXPEDITED (15-DAY) Y DE HQWYE670318JUN03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL SEE IMAGE  
Anxiety  
Completed suicide  
Panic attack  
3966206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2003 3966206 EXPEDITED (15-DAY) Y OT HQWYE647917JUN03 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oropharyngeal swelling EFFEXOR XR S ORAL  
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3966363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2003 3966363 EXPEDITED (15-DAY) Y DE GBWYE179519JUN03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S  
3966385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2003 3966385 EXPEDITED (15-DAY) Y HO,OT FRWYE180320JUN03 81 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cogwheel rigidity VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 2X PER 1 DAY

ORAL
215 DAY

Fall LORAZEPAM S ORAL 0.5MG 1X PER 1 DAY
ORAL

3774 DAY

General physical health deterioration  
Hypochloraemia  
Hyponatraemia  
Neutrophil count increased  
Urethral stenosis  
Urinary retention  

3962745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2003 3962745 EXPEDITED (15-DAY) N DE GB-
GLAXOSMITHKLINE-
B0302893A

27 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PAROXETINE HYDROCHLORIDE S ORAL 20MG Per day 2 YR GLAXOSMITHKLINE

VENLAFAXINE HYDROCHLORIDE S ORAL 75MG Per day  
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3965606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2003 3965606 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1 DAY ORAL  WYETH AYERST

SEROQUEL C  
KEPPRA C  
WELLBUTRIN SR C  

3966884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2003 3966884 EXPEDITED (15-DAY) Y OT SE-
JNJFOC-20030602178

55 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion RISPERIDONE S ORAL 0.5 MG, ORAL  
Drug interaction EFFEXOR S 75 MG  
Hyponatraemia TEGRETOL S 200 MG  
Brain oedema ALVEDON C  

MOVICOL C  
PROPAVAN (PROPIOMAZINE
MALEATE)

C  

STESOLID (DIAZEPAM) C  
NATRIUMKLORID (ELECTROLYTE
SOLUTIONS)

C  

XANOR (ALPRAZOLAM) C  
3993398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2003 3993398 NON-EXPEDITED Y DE 2002054591 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ZOLOFT S  

VENLAFAXINE HYDROCHLORIDE S  
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3965980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2003 3965980 DIRECT N 41 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ONCE A DAY  
Dizziness  
Feeling abnormal  
Feeling jittery  
Insomnia  
Nausea  
Paraesthesia  
Vision blurred  
3967586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2003 3967586 EXPEDITED (15-DAY) Y DS GBWYE137620MAY03 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Clumsiness EFFEXOR S ORAL SEE IMAGE  
Coordination abnormal LAMOTRIGINE (LAMOTRIGINE) C  

QUETIAPINE (QUETIAPINE) C  
ZOPICLONE C  
BUSPIRONE C  
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3964014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2003 3964014 EXPEDITED (15-DAY) Y HO,OT FRWYE134316MAY03 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR S ORAL 50 MG 6 X PER 1 DAY  
Aspartate aminotransferase increased ALLOPURINOL S ORAL 273 DAY
Diarrhoea PROPRANOLOL

HYDROCHLORIDE
S ORAL  

Gamma-glutamyltransferase increased DEPAKOTE S ORAL 500 MG 3 X PER 1 DAY 40 DAY
Uveitis DUPHASTON S ORAL  
Acute generalised exanthematous pustulosis PANTOPRAZOLE S  

DISODIUM NICOTINAMIDE
ADENINE DINUCLEOTIDE
REDUCED

S ORAL  

CALCIUM PHOSPHATE S  
RISPERDAL S ORAL  
VALIUM S ORAL  

3968053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2003 3968053 EXPEDITED (15-DAY) Y DS HQWYE726023JUN03 53 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ejaculation disorder EFFEXOR S ORAL SEE IMAGE  
Pollakiuria  

Page: 46 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3954533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2003 3954533 EXPEDITED (15-DAY) Y OT FRWYE149526MAY03 63 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersomnia EFFEXOR S ORAL 37.5 MG 2 X PER 1

DAY
1 DAY

LEXOMIL (BROMAZEPAM) C  
OLMIFON (ADRAFINIL) C  
VIOXX C  
VEINAMITOL (TROXERUTIN) C  
TAHOR (ATORVASTATIN) C  
BENAZEPRIL HYDROCHLORIDE C  
DI-ANTALVIC
(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

3966288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2003 3966288 DIRECT N DS,OT,RI 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR S ORAL ONE CAPSU PER DAY

ORAL
 WYETH

Drug withdrawal syndrome  
3967407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2003 3967407 DIRECT Y HO 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation VENLAFAXINE HYDROCHLORIDE S ORAL 112.5MG PO QD 6 MTH
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3968278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2003 3968278 EXPEDITED (15-DAY) Y DS HQWYE758025JUN03 28 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nephropathy toxic EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY;

SEEVRAL YEARS
 

Renal pain  
3968368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2003 3968368 EXPEDITED (15-DAY) Y OT HQWYE803530JUN03 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood antidiuretic hormone increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Blood cholesterol abnormal  
Urine output decreased  
3968379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2003 3968379 EXPEDITED (15-DAY) Y OT GBYE151127MAY03 34 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL SEE IMAGE  
Balance disorder SERTRALINE HYDROCHLORIDE C  
Condition aggravated  
Dizziness  
Headache  
Maternal exposure during pregnancy  
Nausea  
Paraesthesia  
Pregnancy  
Tinnitus  
Treatment noncompliance  
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5833348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2003 5833348 DIRECT N LT 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 DAY ORAL  
Asthenia  
Depression  
Disorientation  
Dizziness  
Dysphagia  
Fatigue  
Influenza like illness  
Muscle spasms  
Myalgia  
Nausea  
Testicular pain  
Testicular swelling  

3953449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2003 3953449 EXPEDITED (15-DAY) Y OT HQWYE286220MAY03 3 DAY Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation neonatal EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Drug withdrawal syndrome neonatal  
Exposure during breast feeding  
Feeding disorder neonatal  
Insomnia  
Irritability  
Maternal drugs affecting foetus  
Maternal exposure during pregnancy  
Tremor neonatal  
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3968376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2003 3968376 EXPEDITED (15-DAY) Y HO,OT GBWYE134016MAY03 80 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased EFFEXOR S ORAL 150 MG 2X PER 1 DAY

ORAL
33 DAY

Rash pruritic LAMOTRIGINE (LAMOTRIGINE) S ORAL 25 MG EVERY
EVENING ORAL

7 DAY

Renal function test abnormal IPRATROPIUM BROMIDE C  
Contusion LACTULOSE C  
Blood potassium ZOLPIDEM TARTRATE C  
Blood creatinine DEPAKOTE C  
3968403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2003 3968403 DIRECT Y OT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash pustular EFFEXOR XR S ORAL 112.5MG QD ORAL  WYETH
Swelling face HYDROXYZINE S ORAL 25MG TID ORAL  SIDMARK
Urticaria MIDRIN C  
3968438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2003 3968438 DIRECT N HO 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR S ORAL 300 MG DAY ORAL  
Motor dysfunction ZOLOFT C  
Coordination abnormal  
Drug withdrawal syndrome  
Hyporeflexia  
Nightmare  
Speech disorder  
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3969175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2003 3969175 EXPEDITED (15-DAY) Y OT HQWYE764926JUN03 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carpal tunnel syndrome EFFEXOR XR S ORAL UNKNOWN; ORAL  

3960695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2003 3960695 EXPEDITED (15-DAY) Y DS HQWYE443803JUN03 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL UNKNOWN, ORAL  
Emotional distress  
Gastrointestinal disorder  
Headache  
Weight increased  
3968509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2003 3968509 DIRECT N OT 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR S ORAL ONCE DAY ORAL  WYETH
Dizziness  
Fear of disease  
Medication error  
Nausea  
Weight increased  
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3969637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2003 3969637 EXPEDITED (15-DAY) Y HO M0691-2003 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Potentiating drug interaction MIRTAZAPINE S ORAL SEE IMAGE 23 DAY
Hepatic failure VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 16 DAY

OLANZAPINE S ORAL SEE IMAGE 13 DAY
NEFAZODONE HYDROCHLORIDE C  
ZOPICLONE C  
LEVOTHYROXINE SODIUM C  
TETRAZEPAM C  
LACTULOSE C  

3970363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2003 3970363 EXPEDITED (15-DAY) Y OT PHBS2003CH06740 51 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective TRILEPTAL S 300 TO 900 MG/DAY,  
Fatigue EFFEXOR S 75 MG/DAY,  
Hyponatraemia TEMESTA C  
Tinnitus  
3970379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2003 3970379 EXPEDITED (15-DAY) Y HO M0689-2003 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure systolic decreased MIRTAZAPINE S ORAL 30 MG/45 MG 2 DAY
Delirium VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG/75 MG/150 MG 2 DAY
Disorientation OLANZAPINE S ORAL 5 MG  
Drug interaction LORAZEPAM C  
Heart rate increased RISPERIDONE C  
Restlessness  
Speech disorder  
White blood cell count  
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3971025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2003 3971025 EXPEDITED (15-DAY) Y HO M0688-2003 42 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia MIRTAZAPINE S ORAL 60 MG/ 45 MG/ 30 MG/

45 MG
1 MTH

Depression VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG/ 150 MG/ 225
MG/150 MG/ 75 MG

6 DAY

Liver function test abnormal OLANZAPINE S ORAL 2.5 MG/  5 MG/  7.5 MG 6 DAY
LORAZEPAM C  

3916887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2003 3916887 EXPEDITED (15-DAY) Y DS FRWYE039727FEB03 19 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Periodontitis EFFEXOR S ORAL 50 MG 4X PER 1 DAY 6 MTH
Tooth loss TRANXENE T-TAB C  
3916890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2003 3916890 EXPEDITED (15-DAY) Y HO FRWYE039827FEB03 69 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR S ORAL 100 MG DAILY THEN

CONTINUED WITH 150
MG DAILY AND THEN
CONTINUED WITH 100
MG DAILY

 

Pericardial haemorrhage  
Viral infection  
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3969498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2003 3969498 DIRECT N OT 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 75MG DAILY ORAL  
Suicidal ideation PROZAC S ORAL 20MG DAILY ORAL  
Drug ineffective  
Drug withdrawal syndrome  
Family stress  
Sleep disorder  
3972238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2003 3972238 EXPEDITED (15-DAY) Y OT FRWYE131615MAY03 36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY 6 MTH
Maternal drugs affecting foetus BROMAZEPAM (BROMAZEPAM) S ORAL  
Maternal drugs affecting foetus  

3969409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2003 3969409 DIRECT Y OT 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR XR S ORAL 1 D ORAL  WYETH
Feeling abnormal  
Hypertension  
Paraesthesia  
Tinnitus  
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3969468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2003 3969468 DIRECT N 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1 DAY ORAL  
Hyperhidrosis MS CONTIN C  
Chills XANAX C  
Anxiety CYCLOBENZAPRINE

HYDROCHLORIDE
C  

Nausea SYNTHROID C  
Vomiting TRILEPTAL C  
Tearfulness LAMICTAL C  
Crying NEURONTIN C  
Aggression  
Anger  
Balance disorder  
Confusional state  
Decreased appetite  
Disturbance in attention  
Fear  
Feeling abnormal  
Feeling of despair  
Headache  
Paraesthesia  
Pruritus  
3969698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2003 3969698 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysgraphia EFFEXOR S 300 MG 8 MTH
Aphasia  
Coordination abnormal  
Drug withdrawal syndrome  
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3971568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2003 3971568 EXPEDITED (15-DAY) Y OT HQWYE797930JUN03 1 DAY Unknown CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital hand malformation EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
14 DAY

Maternal drugs affecting foetus ALPRAZOLAM S ORAL "PROBALBY" 2 MG
DAILY, ORAL

 

ENTUMIN (CLOTIAPINE, ) S ORAL 40 MG 1X PER 1 TOT,
ORAL

1 DAY

NEFAZODONE HYDROCHLORIDE S ORAL "200-100 MG" DAILY,
ORAL

 

MEFENAMIC ACID S ORAL "OCCASIONALLY (4-5
TIME/MONTH)", ORAL,
YEARS

 

PROMAZINE HYDROCHLORIDE S ORAL 50 MG 1X PER 1 TOT,
ORAL

1 DAY

PRIMPERAN S ORAL 10 MG, 1X PER 1 DAY,
ORAL

23 DAY

OXAZEPAM S ORAL 30 MG 1X PER 1 DAY,
ORAL

55 DAY

TOPAMAX S ORAL "200-100 MG" DAILY,
ORAL

55 DAY

TRAZODONE HYDROCHLORIDE S ORAL "50-100 MG" DAILY,
ORAL

 

ZYPREXA S ORAL 2.5 MG 1X PER 1 DAY,
ORAL

 

Page: 56 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3971660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2003 3971660 EXPEDITED (15-DAY) N OT HQWYE877707JUL03 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Irritability PROVENTIL (SALBUTAMOL
SULFATE)

C  

Mood altered RHINOCORT C  
Shoplifting  
Suicide attempt  
3971712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2003 3971712 EXPEDITED (15-DAY) Y CA A01200302955 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Talipes ZOLPIDEM S TRANSPLACENTAL  
Hemivertebra PROPRANOLOL S TRANSPLACENTAL  
Maternal drugs affecting foetus EFFEXOR S TRANSPLACENTAL  
3972021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2003 3972021 EXPEDITED (15-DAY) Y OT HQWYE838102JUL03 34 YR Male ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Levator syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
14 DAY

3972228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2003 3972228 EXPEDITED (15-DAY) Y OT GBWYE148323MAY03 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL SEE IMAGE  
Maternal drugs affecting foetus  
Pregnancy  
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3972597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2003 3972597 EXPEDITED (15-DAY) Y DE HQWYE843103JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

3970975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2003 3970975 DIRECT N OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  WYETH AYERST
Fear  
Influenza like illness  
Shock  
3971125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2003 3971125 DIRECT Y HO 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eye movement disorder EFFEXOR XR S ORAL 37.5MG ORALLY  WYETH
Balance disorder  
Dissociation  
Disturbance in attention  
Drug withdrawal syndrome  
Nervous system disorder  
Pollakiuria  
Syncope  
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3866119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2003 3866119 EXPEDITED (15-DAY) Y OT FR9337105NOV2002 46 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amylase increased EFFEXOR S ORAL 50 MG 3X PER 1 DAY

ORAL
 

Hepatic function abnormal  
Jaundice  
Pancreatic disorder  
3879032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2003 3879032 EXPEDITED (15-DAY) Y HO,DS FR9362803DEC2002 50 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S ORAL 300 MG DAILY THEN

DECREASED TO 250
MG DAILY

2 MTH

Agitation OXAZEPAM S ORAL 75 MG DAILY  
Confusional state CYAMEMAZINE S ORAL 50 MG DAILY  
Drug withdrawal syndrome SULFARLEM (ANETHOLE

TRITHIONE)
C  

Mania  

Page: 59 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3970061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2003 3970061 DIRECT N DS,OT,RI 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR XR S ORAL 75 MG ONCE A DAY

ORAL
 WYETH

Balance disorder  
Dissociation  
Disturbance in attention  
Dizziness  
Electric shock  
Eye movement disorder  
Feeling abnormal  
Movement disorder  
Nausea  
Pollakiuria  
Syncope  
3972394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2003 3972394 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75MG ONCE A DAY

ORAL
 WYETH

Dizziness  
Headache  
Memory impairment  
Nervous system disorder  
Visual impairment  
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3974003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2003 3974003 EXPEDITED (15-DAY) N OT HQWYE881207JUL03 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal sensation in eye EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Balance disorder EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

Crying EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Drug withdrawal syndrome  
Nausea  
Optic nerve disorder  
Paraesthesia  
3974234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2003 3974234 EXPEDITED (15-DAY) Y OT HQWYE909609JUL03 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 450 MG 1X PER 1 DAY  
Liver function test abnormal BUSPAR S THERAPY DURATION:

"DISCONTINUING
NOW"

 

Serotonin syndrome MIRTAZAPINE S 1 WEEK
VALIUM S  
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3956604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2003 3956604 EXPEDITED (15-DAY) N HO SOS-2003-032 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure ANTABUSE S ORAL 250 MG, QD, ORAL  

EFFEXOR S ORAL ORAL.  DOSE, FREQ
UNK

 

EFFEXOR TABLETS PO "TAKING
LARGE QUANTITIES OF
EFFEXOR ON HER OWN" (DOSE,
FREQUENCY UNK)

C  

3968287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2003 3968287 EXPEDITED (15-DAY) Y HO FRWYE197330JUN03 52 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S ORAL 50 MG 4X PER 1 DAY

ORAL
 

Right ventricular failure VALIUM C  
TERICAN (CYAMEMAZINE) C  

3972136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2003 3972136 DIRECT N DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 75MG 3XS DAILY ORAL  WYETH
Alcoholism  
Anger  
Anxiety  
Condition aggravated  
Dizziness  
Drug dependence  
Fear  
Nausea  
Nervousness  
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3975075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2003 3975075 EXPEDITED (15-DAY) N HO,OT PHNU2003DE02480 37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arrhythmia RITALIN S ORAL ORAL  
Blood potassium decreased RITALIN SR S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL 1 DF, ONCE/SINGLE,
ORAL

 

LORZAAR PLUS (LOSARTAN
POTASSIUM)

C  

3975199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2003 3975199 EXPEDITED (15-DAY) Y HO,OT PHFR2002GB03859 57 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension CLOZARIL S ORAL 600 MG/DAY, ORAL.  
C-reactive protein increased VENLAFAXINE HYDROCHLORIDE S SEE IMAGE  
Constipation CLOMIPRAMINE

HYDROCHLORIDE
C  

Diarrhoea  
Drug interaction  
Gastroenteritis  
Nausea  
Vomiting  
White blood cell count increased  

3972830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2003 3972830 DIRECT N DS,OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG 1 TIME ORAL  WYETH
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3974439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2003 3974439 DIRECT N OT 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia EFFEXOR XR S 75MG 1XDAY  
Osteonecrosis PAXIL CR S  
3974741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2003 3974741 EXPEDITED (15-DAY) Y OT HQWYE964414JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL SEE IMAGE  
Hypertension VIOXX S 25 MG 1X PER 1 DAY  

3890343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2003 3890343 EXPEDITED (15-DAY) Y OT HQ6094409JAN2003 Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus VENLAFAXINE S ORAL ORAL  
Pregnancy  
3973236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2003 3973236 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 PILL 1 TIME ORAL  WYETH AYERST

3974713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2003 3974713 DIRECT N OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAILY ORAL  WYETH
Headache  
Nausea  
Nervous system disorder  
Pain  
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3974720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2003 3974720 DIRECT N DS,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ONE PILL DAILY  
Drug withdrawal syndrome  
Nausea  
Nervous system disorder  
3974766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2003 3974766 DIRECT Y OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR S ORAL 150MG EACH DAY

ORAL
 WYETH

Anxiety  
Confusional state  
Crying  
Dizziness  
Feeling abnormal  
Hallucination, auditory  
Headache  
Influenza like illness  
Insomnia  
Nervous system disorder  
Pain  
Paraesthesia  
Sensory disturbance  
Suicidal ideation  
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3975281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2003 3975281 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 150 MG/  WYETH
Muscle spasms ANBIEN C  
Weight decreased XANAX C  
Delusion EFFEXOR C  
Abnormal behaviour  
Activities of daily living impaired  
Amnesia  
Insomnia  
Mental disorder  
Serotonin syndrome  
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3975381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2003 3975381 DIRECT N LT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR S ONCE DAILY  
Heart rate increased TOPAMAX C  
Respiratory rate increased WELLBUTRIN C  
Dizziness NEURONTIN C  
Nightmare LEVOTHROID C  
Insomnia CYTOMEL C  
Thinking abnormal REMERON C  
Impaired work ability ALPRAZOLAM C  
Nausea IMITREX C  
Anger  
Anxiety  
Drug withdrawal syndrome  
Feeling abnormal  
Mental impairment  
Suicidal ideation  
3976877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2003 3976877 EXPEDITED (15-DAY) Y OT PHFR2003GB02728 36 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIIth nerve paralysis CLOZARIL S ORAL SEE IMAGE  

VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG/DAY, ORAL  
LITHIUM CARBONATE S ORAL 1200 MG/DAY, ORAL  
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3977864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2003 3977864 EXPEDITED (15-DAY) Y DS,CA 03-0057 < 1 DAY Unknown CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital hand malformation PONSTEL S ORAL 4-5 TIMES/MONTH, PO  
Maternal drugs affecting foetus OXAZEPAM S ORAL 30MG, PO  
Pregnancy ALPRAZOLAM S ORAL PO  

ZYPREXA S ORAL 2.5MG, DAILY, PO  
NEFAZODONE HYDROCHLORIDE S ORAL 200MG, PO  
TOPAMAX S ORAL 200MG, PO  
EFFEXOR S ORAL 75MG, DAILY, PO  
PROMAZINE S ORAL 50MG, DAILY, PO  
PRIMPERAN C  
ENTUMINE C  
TRITICO (TRAZODONE) C  

3978147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2003 3978147 EXPEDITED (15-DAY) Y CA 03-0056 22 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus PONSTEL S ORAL 4-5 TIMES/MONTH, PO  
Pregnancy OXAZEPAM S ORAL 30MG, PO  

ALPRAZOLAM S ORAL PO  
ZYPREXA S ORAL 2.5 MG, DAILY, PO  
NEFAZODONE HYDROCHLORIDE S ORAL 200MG, PO  
TOPAMAX S ORAL 200MG , PO  
EFFEXOR S ORAL 75MG, DAILY, PO  
PROMAZINE S ORAL 50MG, DAILY, PO  
PRIMPERAN C  
ENTUMINE (CLOTIAPINE): C  
TRITTICO (TRAZODONE) C  
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3801810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2003 3801810 EXPEDITED (15-DAY) HO,OT HQ2544203JUN2002 < 1 DAY Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL;  1 SINGLE
DOSE OF 1 MG,
ROUTE UNKNOWN

 

Apnoea neonatal  
Bradycardia neonatal  
Drug withdrawal syndrome neonatal  
Feeding disorder neonatal  
Feeling jittery  
Hypertonia neonatal  
Hypoglycaemia neonatal  
Irritability  
Muscle twitching  
Neonatal disorder  
Premature baby  
Tremor neonatal  
3802134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2003 3802134 EXPEDITED (15-DAY) OT HQ2552003JUN2002 36 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal labour EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Caesarean section  
Maternal drugs affecting foetus  
Pregnancy  
Premature labour  
Premature rupture of membranes  
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3976512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2003 3976512 EXPEDITED (15-DAY) HO,OT DEWYE217915JUL03 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis allergic VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 10 DAY

LEVOTHYROXINE SODIUM C  
PERAZINE C  
LACTULOSE C  

3977243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2003 3977243 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAILY ORAL  WYETH AYERST
Fatigue  
Nervous system disorder  
Nightmare  
Paraesthesia  
3977908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2003 3977908 EXPEDITED (15-DAY) Y HO,OT DEWYE149826MAY03 53 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY
Hyperkinesia AMITRIPTYLINE

HYDROCHLORIDE
S ORAL 800-1000 MG 1 DAY

Intentional overdose  
Somnolence  
Tachycardia  
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3977947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2003 3977947 EXPEDITED (15-DAY) Y HO,OT HQWYE950311JUL03 55 YR Female KOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal disorder VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY  
Nausea XANAX C  
Nervousness  
3978959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2003 3978959 EXPEDITED (15-DAY) Y HO,OT 2003029776 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes ZOLOFT S  
Helicobacter infection VENLAFAXINE HYDROCHLORIDE S  

BUPROPION HYDROCHLORIDE S  
CLARITHROMYCIN S  
ATORVASTATIN
(ATORVASTATIN)

C  

AMOXICILLIN C  

3977675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2003 3977675 DIRECT N OT 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S ORAL 150MG DAILY ORAL  WYETH
Dizziness  
Drug withdrawal syndrome  
Feeling abnormal  
Headache  
Lethargy  
Memory impairment  
Nightmare  
Sexual dysfunction  
Tinnitus  
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3978521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2003 3978521 EXPEDITED (15-DAY) Y OT HQWYE003216JUL03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital anomaly INDERAL S  
Talipes EFFEXOR S  
Hemivertebra ZOLPIDEM TARTRATE S  
Maternal drugs affecting foetus  
3979048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2003 3979048 EXPEDITED (15-DAY) Y HO,DS HQ5803210SEP2001 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL SEE IMAGE  
Anxiety WELLBUTRIN C  
Decreased appetite  
Fatigue  
Feeling abnormal  
Hyperhidrosis  
Mania  
Night sweats  
Panic attack  
Pollakiuria  
Suicidal ideation  
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3954162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2003 3954162 EXPEDITED (15-DAY) Y DS,OT HQWYE285620MAY03 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL SEE IMAGE  
Depression TOPAMAX C  
Disease recurrence  
Dissociation  
Drug effect decreased  
Drug withdrawal syndrome  
Euphoric mood  
Feeling abnormal  
Hallucination  
Hyperhidrosis  
Hypomania  
Nightmare  
Panic attack  
Panic reaction  
Paraesthesia  
Psychotic disorder  
Vision blurred  
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3979436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2003 3979436 EXPEDITED (15-DAY) N OT HQWYE966914JUL03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cold sweat EFFEXOR XR S ORAL ORAL  
Crying  
Depressed level of consciousness  
Dizziness  
Drug withdrawal syndrome  
Feeling hot  
Nausea  
Nightmare  
3979747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2003 3979747 EXPEDITED (15-DAY) Y HO HQWYE994015JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome  
Dysarthria  
Paraesthesia  
Tremor  
VIIth nerve paralysis  
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3980266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2003 3980266 EXPEDITED (15-DAY) Y DS,CA CH-
JNJFOC-20030702042

< 1 DAY Unknown CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction TOPAMAX S 200MG-100MG  

OXAZEPAM S INTRAUTERINE 30 MG, 1 IN 1 DAY,
INTRA-UTERINE

 

ZYPREXA S INTRAUTERINE 2.5 MG, 1 IN 1 DAY,
INTRA-UTERINE

 

NEFAZODONE S 100-100MG/DAILY  
EFFEXOR S INTRAUTERINE 75 MG, 1 IN 1 DAY,

INTRA-UTERINE
 

MEFENAMIC ACID S INTRAUTERINE 500 MG, 4 IN 1 MONTH,
INTRA-UTERINE

 

TRAZODONE HYDROCHLORIDE S 150-100MG/DAILY  
ENTUMINE (ALL OTHER
THERAPEUTIC PRODUCTS)
TABLETS

S INTRAUTERINE 40 MG, 1 IN 1 DAY,
INTRA-UTERINE

 

PRIMPERAN S INTRAUTERINE 10 MG, 1 IN 1 , INTRA-
URINE

 

PROMAZINE HYDROCHLORIDE S INTRAUTERINE 50 MG, 1 IN 1 DAY,
INTRA-UTERINE
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3980408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2003 3980408 EXPEDITED (15-DAY) Y OT HQWYE030017JUL03 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Orthostatic hypotension PROSCAR C  
ATIVAN C  
ATORVASTATIN CALCIUM C  
ZOPICLONE C  
RITALIN C  
WELLBUTRIN C  
QUETIAPINE (QUETIAPINE) C  

3977376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2003 3977376 EXPEDITED (15-DAY) Y OT GBWYE201702JUL03 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL; 150 MG;
GRADUALLY
REDUCED

 

Aspartate aminotransferase increased OXYTETRACYCLINE C  
Blood pressure increased ZINERYT (ERYTHROMYCIN/ZINC

ACETATE)
C  

Dizziness CITALOPRAM (CITALOPRAM) C  
Fatigue DIANETTE (CYPROTERONE

ACETATE/ETHINYLESTRADIOL)
C  

Headache  
Hepatic function abnormal  
Hyperhidrosis  
Palpitations  
Weight increased  
White blood cell count increased  
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Detailed Report
3980734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2003 3980734 EXPEDITED (15-DAY) DE,HO HQWYE099821JUL03 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus EFFEXOR S ORAL  
Nonspecific reaction  
Premature baby  

3964930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2003 3964930 EXPEDITED (15-DAY) Y OT GBWYE180620JUN03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital anomaly EFFEXOR S TRANSPLACENTAL TRANSPLACENTAL  
Talipes PROPRANOLOL S TRANSPLACENTAL TRANSPLACENTAL  
Maternal drugs affecting foetus ZOLPIDEM TARTRATE S TRANSPLACENTAL TRANSPLACENTAL  
Hemivertebra  
3979376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2003 3979376 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG 3/DAY ORAL  WYETH AYERST
Nervous system disorder TAMOXIFEN CITRATE C  
Crying  
Hypertension  
Insomnia  
Irritability  

Page: 77 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3981473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2003 3981473 EXPEDITED (15-DAY) Y DS,OT HQWYE636316JUN03 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Headache NEURONTIN C  

BOTOX C  
REGLAN C  
LEVOXYL C  
STRATTERA C  
SEREVENT DISKUS C  
ALBUTEROL (SALBUTAMOL) C  
KLONOPIN C  

3982499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2003 3982499 EXPEDITED (15-DAY) Y OT NLWYE231925JUL03 52 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  

FLUTICASONE PROPIONATE C  
SALBUTAMOL (SALBUTAMOL) C  
SEREDITE (SALMETEROL/
FLUTICASONE)

C  

3982515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2003 3982515 EXPEDITED (15-DAY) Y HO HQWYE683019JUN03 37 YR Female SGP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT

UNKNOWN
 

Drug screen positive CLONAZEPAM S 0.5 MG 3X PER 1 DAY  
Urine amphetamine positive ZOLPIDEM TARTRATE S 10 MG "AS NEEDED"  

XANAX S "AS NEEDED"  
PROPRANOLOL C  
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3981481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2003 3981481 DIRECT 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S  WYETH
3999695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2003 3999695 NON-EXPEDITED Y DE USA-2002-0002077 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose MORPHINE SULFATE S  

HALOPERIDOL S ORAL ORAL  
ALCOHOL S  
ALPRAZOLAM (ALPRAZOLAM) S ORAL ORAL  
LITHOBID S  
EFFEXOR S ORAL ORAL  
PENICILLIN C  
DESYREL C  

3957448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2003 3957448 EXPEDITED (15-DAY) N OT HQWYE341323MAY03 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 375 & 450 MG 1X PER

1 DAY, ORAL
 

Drug withdrawal syndrome LORAZEPAM C  
Feeling abnormal RANITIDINE C  
Feeling hot XALATAN C  
Panic reaction DICLOFENAC SODIUM C  
Somnolence TRUSOPT C  
Treatment noncompliance DESOGESTREL

(DESOGESTEREL)
C  

Nightmare ETHINYL ESTRADIOL C  
ZESTORETIC C  
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3976352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2003 3976352 EXPEDITED (15-DAY) N HO,OT GB-
GLAXOSMITHKLINE-
B0304846A

80 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased LAMOTRIGINE S ORAL 7 DAY GLAXOSMITHKLINE
Contusion EFFEXOR S ORAL 150MG Twice per day 70 DAY
Blood urea increased AMIODARONE C ORAL 200MG per day  
Rash pruritic BECLOMETHASONE

DIPROPIONATE
C INHALATION 2PUFF Twice per day  GLAXOSMITHKLINE

DEPAKOTE C ORAL 500MG Twice per day  
FUROSEMIDE C ORAL 80MG per day  GLAXOSMITHKLINE
IPRATROPIUM C INHALATION  
LACTULOSE C ORAL 10MG Twice per day  
SALBUTAMOL C INHALATION 2PUFF Four times per

day
 GLAXOSMITHKLINE

ZOLPIDEM C ORAL 10MG At night  
3981460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2003 3981460 DIRECT N DS 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 37.5MG BID ORAL  WYETH
Paraesthesia WELLBUTRIN SR C  
Amnesia  
Cognitive disorder  
Disturbance in attention  
Insomnia  
Sleep disorder  
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Detailed Report
3982493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2003 3982493 EXPEDITED (15-DAY) Y OT GBWYE179319JUN03 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S ORAL SEE IMAGE  
Pregnancy AMITRIPTYLINE

HYDROCHLORIDE
C  

Maternal drugs affecting foetus  
Maternal exposure during pregnancy  
3983844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2003 3983844 EXPEDITED (15-DAY) Y HO HQWYE634916JUN03 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspepsia VENLAFAXINE HYDROCHLORIDE S ORAL BLINDED THERAPY (3

CAPS DAILY), ORAL
 

Fatigue ADVIL S ORAL "20" ADVIL
(OVERDOSE
AMOUNT), ORAL

 

Intentional overdose INDERAL C  
Suicidal ideation AMBIEN C  
Suicide attempt  
Treatment noncompliance  
3983861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2003 3983861 EXPEDITED (15-DAY) Y OT HQWYE163224JUL03 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eye haemorrhage EFFEXOR XR S ORAL 187.5 MG, ORAL  
Contusion UNSPECIFIED INGREDIENT C  

CLONIDINE TRANSDERMAL
SYSTEM

C  

3982267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2003 3982267 DIRECT N HO,DS,RI 16 YR Female USA
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Detailed Report
3982267
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S ORAL 150 MG'S  PER DAY

ORAL
 WYETH

Abdominal discomfort  
Aggression  
Agitation  
Balance disorder  
Breast discharge  
Bruxism  
Cognitive disorder  
Crying  
Depression  
Educational problem  
Feeling abnormal  
Gait disturbance  
Headache  
Hypersomnia  
Influenza like illness  
Malaise  
Memory impairment  
Migraine  
Mood swings  
Muscle spasms  
Nightmare  
Paraesthesia  
Personality change  
Photophobia  
Sleep disorder  
Social avoidant behaviour  
Vomiting  
Weight increased  
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Detailed Report
3982385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2003 3982385 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR XR S ORAL 17.5MGS  ORAL  WYETH
Dizziness  
Drug withdrawal syndrome  
Fatigue  
Feeling abnormal  
3984317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2003 3984317 EXPEDITED (15-DAY) Y OT HQWYE093321JUL03 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Balance disorder EFFEXOR S ORAL 75 MG 1XPER 1 DAY 2 DAY
Diarrhoea CO-CODAMOL  (CODEINE

PHOSPHATE/PARACETAMOL)
C  

Dysaesthesia  
Dyspnoea  
Feeling abnormal  
Paraesthesia  
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Detailed Report
3984322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2003 3984322 EXPEDITED (15-DAY) Y HO HQWYE099921JUL03 88 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia EFFEXOR S ORAL  
Anxiety  
Calcinosis  
Cognitive disorder  
Confusional state  
Dementia Alzheimer's type  
Gastritis erosive  
Generalised tonic-clonic seizure  
Hyponatraemia  
Meningioma  
Thrombophlebitis superficial  
Type 2 diabetes mellitus  
Urinary tract infection  
3984327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2003 3984327 EXPEDITED (15-DAY) Y HO FRWYE230324JUL03 51 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cachexia EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY 6 MTH

LEXOMIL (BROMAZEPAM) C  
VASOBRAL (CAFFEINE/
DIHYDROERGOCRYPTINE
MESILATE)

C  
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Detailed Report
3984681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2003 3984681 EXPEDITED (15-DAY) Y DE,HO,LT HQWYE085021JUL03 80 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG RANGE TO

37.5 MG TWICE DAILY"
ORAL YEARS

 

Gastric cancer FLUDROCORTISONE ACETATE C  
Hyperventilation TRIMETHOPRIM C  
Respiratory alkalosis PRAXITEN PLIVA (OXAZEPAM)

(OXAZEPAM)
C  

SOTALOL C  
PANTOPRAZOLE
(PANTOPRAZOLE)

C  

WARARIN (WARFARIN) C  
FERROGRADUMET (FERROUS
SULFATE)

C  

METOCLOPRAMIDE C  
PLURAVIT (ASCORBIC ACID/
CALCIUM PANTOTHENATE/
CYANOCOBALAMIN/
ERGOCALCIFEROL/FOLIC ACID/
NICTINAMIDE/PR

C  

MIRTAZAPINE (MIRTAZAPINE) C  
OLANZAPINE (OLANZAPINE) C  
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3970598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2003 3970598 EXPEDITED (15-DAY) Y HO HQWYE829302JUL03 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose increased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Exostosis GABITRIL C  
Diabetes mellitus KLONOPIN C  
Endocrine disorder SEROQUEL C  
Glucose urine present XANAX C  
Hypoglycaemia  
Hypothyroidism  
Thyroid disorder  
Thyroiditis  
3972214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2003 3972214 EXPEDITED (15-DAY) Y DS GBWYE151127MAY03 34 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL SEE IMAGE 63 DAY
Coordination abnormal SERTRALINE HYDROCHLORIDE C  
Balance disorder  
Dizziness  
Emotional distress  
Headache  
Malaise  
Maternal exposure during pregnancy  
Nausea  
Paraesthesia  
Tinnitus  
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Detailed Report
3980712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2003 3980712 EXPEDITED (15-DAY) Y HO GBWYE222017JUL03 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S 6 WEEK
Hepatitis ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

3982466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2003 3982466 DIRECT N OT 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tinnitus EFFEXOR S ORAL 37.5MG DAILY ORAL  WYETH
Headache  
Insomnia  
Nausea  
Nightmare  
Vertigo  
3984779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2003 3984779 EXPEDITED (15-DAY) M0804-2003 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation MIRTAZAPINE S DF  
Feeling abnormal VENLAFAXINE HYDROCHLORIDE S 37.5 MG,  
Heart rate increased  
Hypertension  
Myoclonus  
Respiratory rate increased  
Serotonin syndrome  
Speech disorder  
Tremor  
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Detailed Report
3985144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2003 3985144 EXPEDITED (15-DAY) Y HO HQWYE257629JUL03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR XR S ORAL 37.5 MG  3 TABS

DAILY, ORAL
 

Maternal drugs affecting foetus DEXEDRINE (DEXAMFETAMINE
SULFATE)

C  

Jaundice neonatal AMBIEN C  
4053070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2003 4053070 NON-EXPEDITED N RI 2002AP04302 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation PROPRANOLOL S  
Tachycardia ALTACE S  
Malaise NORVASC S 5 MG DAILY  
Pain ZOLOFT S  
Myalgia MONOPRIL S 10 MG DAILY  
Nervousness HYDROCHLOROTHIAZIDE S  
Tremor COZAAR S 50 MG DAILY  
Hyperhidrosis AVAPRO S 300 MG DAILY  
Headache DESIPRAMINE HYDROCHLORIDE S  
Skin disorder AMITRIPTYLINE S  
Memory impairment PAXIL S  
Fatigue EFFEXOR S  

BUSPAR S  
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3961110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2003 3961110 EXPEDITED (15-DAY) Y HO,OT 2003023959 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cold sweat ZOLOFT S ORAL 200 MG (DAILY), ORAL  
Convulsion VENLAFAXINE HYDROCHLORIDE S 37.5 MG  
Decreased interest SEMISODIUM VALPROATE S ORAL 1500 MG (DAILY),

ORAL
 

Diarrhoea CLONAZEPAM C  
Feeling hot UNSPECIFIED INGREDIENT C  
Insomnia  
Nuclear magnetic resonance imaging brain
abnormal

 

Suicidal ideation  
3970754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2003 3970754 EXPEDITED (15-DAY) Y OT HQWYE837402JUL03 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; SEE
IMAGE

 

Drug withdrawal syndrome KLONOPIN C  
Eye pain  
Facial pain  
Feeling of despair  
Headache  
Insomnia  
Suicidal ideation  
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3982238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2003 3982238 DIRECT N OT 21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 75MG BEDTIME  WYETH
Dizziness  
Migraine  
Nausea  
Nightmare  
Syncope  
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3982264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2003 3982264 DIRECT N DS 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 75MG 1 X PER ORAL  WYETH AYERST
Activities of daily living impaired  
Agitation  
Confusional state  
Coordination abnormal  
Crying  
Decreased appetite  
Diarrhoea  
Disturbance in attention  
Dizziness  
Ear disorder  
Fatigue  
Frequent bowel movements  
Hyperhidrosis  
Impaired driving ability  
Impaired work ability  
Impatience  
Influenza like illness  
Insomnia  
Mood altered  
Motion sickness  
Nausea  
Nightmare  
Paraesthesia  
Restlessness  
Sensory disturbance  
Vertigo  
Vision blurred  
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Detailed Report
3983503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2003 3983503 DIRECT Y 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered LAMICTAL S  
Irritability TRAZODONE HYDROCHLORIDE S  
Family stress EFFEXOR XR S  
Emotional disorder STRATTERA S  
Anger  
Anxiety  
Motor dysfunction  
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3958859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2003 3958859 EXPEDITED (15-DAY) N DS HQWYE383128MAY03 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Blindness TEGRETOL S SEE IMAGE  
Complex partial seizures NEXIUM (ESOMEPRAZOLE) C  
Condition aggravated KLONOPIN C  
Confusional state DEXEDRINE (DEXAMFETAMINE

SULFATE)
C  

Disorientation RESTORIL C  
PROCARDIA C  
MURO 128 (SODIUM CHLORIDE) C  
ATROPINE C  
PRED-FORTE (PREDNISOLONE
ACETATE)

C  

LACRI-LUBE (LANOLIN/MINERAL
OIL LIGHT/PETROLATUM)

C  

XALATAN C  
METROGEL C  
LEVSIN (HYOSCYAMINE
SULFATE)

C  

MINOCYCLINE HYDROCHLORIDE C  
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3987036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2003 3987036 EXPEDITED (15-DAY) Y HO CEL-2003-02704-ROC 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain METHYLPHENIDATE

HYDROCHLORIDE
S ORAL 30 MG (10 MG, TID),

PO
 

Blood calcium decreased VENLAFAXINE S ORAL 600 MG (DAILY), PO  
Blood potassium decreased ZOLPIDEM TARTRATE S ORAL 10 MG (10 MG, HS), PO  
Blood sodium decreased  
Condition aggravated  
Drug withdrawal syndrome  
Generalised tonic-clonic seizure  
Haematocrit decreased  
Haemoglobin decreased  
Insomnia  
Muscle spasms  
Nausea  
Platelet count  
Red blood cell count decreased  
Self-medication  
White blood cell count increased  
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3987096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2003 3987096 EXPEDITED (15-DAY) Y HO 03P-163-0225962-00 72 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal CLARITHROMYCIN S ORAL PER ORAL  
Drug interaction EFFEXOR S ORAL PER ORAL  
Dysarthria ZOLOFT S ORAL PER ORAL  
Lung infiltration WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S ORAL PER ORAL  

Nuclear magnetic resonance imaging abnormal ATORVASTATIN
(ATORVASTATIN)

S SEE IMAGE  

Mental status changes ATENOLOL C  
CLONAZEPAM C  
ACETYLSALICYLIC ACID C  
OMEPRAZOLE C  
FOSINOPRIL SODIUM C  
RANITIDINE HYDROCHLORIDE C  
TETRACYCLINE C  
BISMUTH SUBSALICYLATE C  
METRONIDAZOLE C  
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3988523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2003 3988523 EXPEDITED (15-DAY) Y HO HQWYE229728JUL03 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Agitation LIPITOR C  
Depressed level of consciousness WELLBUTRIN C  
Road traffic accident AMITRIPTYLINE

HYDROCHLORIDE
C  

LEVOXYL C  
BACLOFEN C  
HYZAAR C  
OXYCODONE (OXYCODONE) C  
HYDROCODONE
(HYDROCODONE)

C  

NEURONTIN C  
DEXTROMETHORPHAN
(DEXTROMETHORPHAN)

C  

HALDOL C  

Page: 96 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3988533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2003 3988533 EXPEDITED (15-DAY) Y HO,OT HQWYE200125JUL03 72 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR S ORAL ORAL  
Drug interaction CLARITHROMYCIN S ORAL ORAL  
Dysarthria WELLBUTRIN S ORAL ORAL  
Nuclear magnetic resonance imaging brain
abnormal

ZOLOFT S ORAL ORAL  

Mental status changes ATORVASTATIN
(ATORVASTATIN)

C  

Feeling drunk AMOXICILLIN C  
ATENOLOL (ATENOLOL) C  
CLONAZEPAM C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

OMEPRAZOLE C  

3986062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2003 3986062 DIRECT N OT 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 150 MG TWICE A DAY

ORAL
 

Abnormal behaviour  
Aggression  
Hallucination  
Impaired driving ability  
Muscle twitching  
Nightmare  
Night sweats  
Tremor  
Vertigo  
Visual impairment  

Page: 97 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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3986477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3986477 EXPEDITED (15-DAY) Y OT NLWYE232025JUL03 Unknown NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
14 MTH

Macrocephaly  
Neonatal intestinal obstruction  
Polyhydramnios  
Pregnancy  
3986791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3986791 EXPEDITED (15-DAY) N OT HQWYE212128JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Bipolar II disorder DEPAKOTE S  
UNSPECIFIED INGREDIENT C  

3986898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3986898 EXPEDITED (15-DAY) Y HO HQ5874920DEC2002 26 YR Female USA
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3986898
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY; 75 MG 1X PER 1
DAY; 150 MG 1X PER
DAY; 225 MG 1X PER 1
DAY; 300 MG 1X PER 1
DA

 

CSF pressure decreased NORTRIPTYLINE
HYDROCHLORIDE

C  

Fall KLONOPIN C  
Head injury NEXIUM (ESOMEPRAZOLE) C  
Impaired gastric emptying ADVAIR (FLUTICASONE

PROPIONATE/SALMETEROL
XINAFOATE)

C  

Malaise ALBUTEROL (SALBUTAMOL) C  
Merycism DARVOCET-N

(DEXTROPROPOXYPHENE/
PARACETAMOL)

C  

Multiple allergies AMBIEN C  
Nausea REGLAN C  
Rash generalised AUGMENTIN C  
Sinusitis AMOXICILLIN C  
Hyperhidrosis NASONEX C  
Therapeutic response decreased ALLEGRA C  
Fibromyalgia  
Hypophagia  
Tinnitus  
Tremor  
Unevaluable event  
Upper respiratory tract infection  
Vertigo positional  
Vomiting  
Weight decreased  
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Detailed Report
3988194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3988194 EXPEDITED (15-DAY) Y OT NLWYE222618JUL03 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coagulopathy VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Drug interaction COUMARIN S  
3988239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3988239 EXPEDITED (15-DAY) Y OT HQWYE909006AUG03 71 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary oedema EFFEXOR XR S ORAL 150 MG 1 X PER 1 DAY  
Tachycardia  
3988272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3988272 EXPEDITED (15-DAY) Y OT HQWYE218328JUL03 67 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL "75 MG +/- 37.5", ORAL 4 WEEK
Balance disorder  
Coordination abnormal  
Disturbance in attention  
Dry mouth  
Euphoric mood  
Headache  
Insomnia  
Judgement impaired  
Logorrhoea  
Mental disorder  
Thirst  
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Detailed Report
3988288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3988288 EXPEDITED (15-DAY) Y DE HQWYE903305AUG03 40 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR S ORAL ORAL  
Cardiomyopathy CLOZARIL S ORAL 200 MG 1X PER 1 DAY,

ORAL
 

Circulatory collapse VALPROATE SODIUM S ORAL ORAL  
Hypocalcaemia OLANZAPINE S ORAL ORAL  
Hypokalaemia  
Hyponatraemia  
Neuroleptic malignant syndrome  
Shock  
3988290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3988290 EXPEDITED (15-DAY) Y OT HQWYE904605AUG03 52 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness EFFEXOR S ORAL 37 MG DAILY  

KARVEA (IRBESARTAN) C  
PANADEINE (CODEINE
PHOSPHATE/PARACETAMOL)

C  

TEMAZEPAM C  
3988340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3988340 EXPEDITED (15-DAY) Y DS,OT GBWYE224521JUL03 53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL 75 MG 1X PER 1 DAY 2 DAY
Derealisation LITHIUM CARBONATE S ORAL 400 MG 1X PER 1 DAY  
Drug interaction  
Hallucination  
Insomnia  
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Detailed Report
3988380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2003 3988380 EXPEDITED (15-DAY) Y HO HQWYE904305AUG03 85 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Fall TRAMADOL HYDROCHLORIDE S ORAL 400 MG 1X PER 1 DAY,
ORAL

5 DAY

Femoral neck fracture ZYPREXA C  
Gait disturbance FUROSEMIDE C  
Serotonin syndrome CALCIUM CARBONATE (CALCIUM

CARBONATE)
C  

Tremor ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

PANAMAX (PARACETAMOL) C  
VIOXX C  
PREDNISOLONE C  

3986752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2003 3986752 DIRECT OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 150 3 / DAY  ORAL  
Anger ADIVAN C  
Chills  
Emotional disorder  
Eye movement disorder  
Fatigue  
Headache  
Increased appetite  
Nervousness  
Tremor  
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Detailed Report
3986816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2003 3986816 DIRECT N HO,DS,LT 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation ZOLOFT S ORAL 50 MG  TAKEN ONCE

ORAL
 PFIZER

Akathisia EFFEXOR S ORAL 75 MG  TAKEN ONCE
ORAL

 

Depression  
Suicidal ideation  
3988702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2003 3988702 EXPEDITED (15-DAY) Y HO M0798-2003 33 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension MIRTAZAPINE S DF  
Somnolence RISPERIDONE S DF  
Suicide attempt VENLAFAXINE HYDROCHLORIDE S DF  
Tachycardia OLANZAPINE S  
Radicular syndrome LORMETAZEPAM C  
Coma scale abnormal PROTHIPENDYL

HYDROCHLORIDE
C  
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Detailed Report
3988615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2003 3988615 EXPEDITED (15-DAY) N OT HQWYE463930JUL03 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Dysarthria CELEXA S ORAL 10 MG 1X PER 1 DAY,

ORAL
 

Multiple sclerosis XANAX C  
Muscle spasms BENTYL (DICYCLOVERINE

HYDROCHLORIDE)
C  

Muscle twitching LEVOTHROID C  
Muscular weakness TRAZODONE HYDROCHLORIDE C  
Contusion VICODIN C  
Paraesthesia  
3988633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2003 3988633 EXPEDITED (15-DAY) N OT HQWYE525831JUL03 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S ORAL ORAL  
Gun shot wound AMBIEN S  

CLONAZEPAM S  
METHYLPHENIDATE S  
WELLBUTRIN S  
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Detailed Report
3987118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2003 3987118 DIRECT N DS,OT 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 300MG  DAILY  ORAL  WYETH
Confusional state ALERGY INJECTIONS C  
Disorientation  
Dizziness  
Drug withdrawal headache  
Drug withdrawal syndrome  
Hypoaesthesia  
Nausea  
Nervousness  
Paraesthesia  
3987124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2003 3987124 DIRECT N DS 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 150MG  DAY  ORAL  WYETH
Diarrhoea  
Dizziness  
Drug withdrawal syndrome  
Nausea  
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Detailed Report
3987986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2003 3987986 EXPEDITED (15-DAY) Y GBWYE225722JUL03 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL 150MG; LESS THAN

150MG; 37.5MG; LESS
THAN 37.5MG

 

Drug withdrawal syndrome FOSAMAX C  
Nausea NUVELLE (ESTRADIOL

VALERATE/LEVONORGESTREL)
C  

Orthostatic hypotension  
Syncope  

3986132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2003 3986132 DIRECT N OT,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S 37.5 MG DAILY  
Confusional state PERMAX C  
Diarrhoea  
Drug withdrawal syndrome  
Fluid retention  
Hostility  
Hypersomnia  
Influenza  
Insomnia  
Memory impairment  
Syncope  
Vomiting  
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Detailed Report
3990106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2003 3990106 EXPEDITED (15-DAY) Y HO HQWYE738904AUG03 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY

ORAL
 

Intracranial aneurysm PREMARIN C  
UNSPECIFIED INGREDIENT C  
TYLENOL WITH CODEINE C  

3990549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2003 3990549 EXPEDITED (15-DAY) Y DS NLWYE202202JUL03 59 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Flushing  
Hyperhidrosis  
Insomnia  
Loss of control of legs  
Myalgia  
Pain  
Paraesthesia  
Sedation  
Somnolence  
Vision blurred  
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Detailed Report
3987714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2003 3987714 DIRECT Y HO 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome BEXTRA S ORAL ORALLY  
Periorbital oedema EFFEXOR S ORAL ORALLY  
Infection CIPRO S  
Body temperature AMITRIPTYLIN C  

IBUPROFEN C  
EYE DROPS-LUMIGAN C  
EYE DROPS BETOPIC C  

3987730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2003 3987730 DIRECT N DS,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 75MG 1 ORAL  
Drug withdrawal syndrome  
Hallucination  
Heart rate increased  
Suicidal ideation  
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3987733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2003 3987733 DIRECT N HO,DS,LT,OT 21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S  WYETH AYERST
Depression  
Feeling abnormal  
Headache  
Impaired work ability  
Palpitations  
Sleep disorder  
Visual impairment  
Weight decreased  

3987293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2003 3987293 DIRECT N DS,OT,RI 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenopia EFFEXOR XR S ORAL 75MG ONCE A DAY

ORAL
 WYETH

Balance disorder  
Dissociation  
Disturbance in attention  
Dizziness  
Feeling abnormal  
Loss of consciousness  
Movement disorder  
Nausea  
Paraesthesia  
Pollakiuria  
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Detailed Report
3987384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2003 3987384 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG ONCE A DAY

ORAL
 WYETH

Memory impairment  
Nervous system disorder  
Visual impairment  
3991811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2003 3991811 EXPEDITED (15-DAY) DE 2003-BP-05690RO 38 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LITHIUM CARBONATE S ORAL PO  
Intentional overdose VENLAFAXINE S ORAL PO  

UNSPECIFIED INGREDIENT S ORAL PO  
3992396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2003 3992396 EXPEDITED (15-DAY) Y OT SEWYE249111AUG03 45 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY  

XANOR (ALPRAZOLAM) C  
REMERON C  

6252162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2003 6252162 EXPEDITED (15-DAY) Y HO DEWYE244006AUG03 20 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration VENLAFAXINE HYDROCHLORIDE S 225 MG/DAY  
Dizziness PROMETHAZINE

HYDROCHLORIDE
S  

Dysarthria LORAZEPAM S  
Mental disorder  
Tonic convulsion  
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Detailed Report
3992440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2003 3992440 EXPEDITED (15-DAY) Y HO,OT FRWYE245007AUG03 74 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR S ORAL 3 TABLET 1X PER 1

DAY ORAL
 

Malaise ALCOHOL S ORAL ORAL  
Orthostatic hypotension GLYBURIDE S ORAL 7.5 MG 1X PER 1 DAY

ORAL
 

Hypoglycaemia FUROSEMIDE S ORAL 2 TABLET 1X PER 1
DAY ORAL

 

CYAMEMAZINE S ORAL 20 MG 1X PER 1 DAY
ORAL

 

CORDARONE C  
DISCOTRINE (GLYCERYL
TRINITRATE)

C  

HYDROCORTISONE C  
3992546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2003 3992546 EXPEDITED (15-DAY) N OT HQWYE972508AUG03 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Disorientation  
Memory impairment  
Self injurious behaviour  
3992556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2003 3992556 EXPEDITED (15-DAY) N OT HQWYE046312AUG03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL ORAL  
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Detailed Report
3993019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2003 3993019 EXPEDITED (15-DAY) Y OT HQWYE956307AUG03 38 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal detachment EFFEXOR XR S ORAL 75 MG TWICE

DAILY-375 MG DAILY
 

3993031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2003 3993031 EXPEDITED (15-DAY) Y OT FRWYE244507AUG03 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coagulation factor decreased EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY  
Coagulation factor V level decreased MOPRAL (OMEPRAZOLE) C  
Coagulation factor VII level decreased  
Prothrombin level decreased  
Prothrombin time ratio decreased  
3993103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2003 3993103 EXPEDITED (15-DAY) HO 200313072FR 74 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcoholism GLYBURIDE S ORAL 7.5 MG/DAY PO  
Drug abuser CYAMEMAZINE (TERCIAN) ORAL

SOLUTION
S ORAL 20 MG QD PO  

Hypotension FUROSEMIDE S ORAL 20 MG BID PO  
Malaise EFFEXOR S ORAL 1 U TID PO  

CORDARONE C  
GLYCERYL TRINITRATE
(DISCOTRINE)

C  

HYDROCORTISONE C  
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Detailed Report
3993403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2003 3993403 EXPEDITED (15-DAY) Y HO,OT DEWYE235029JUL03 23 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL; 75 MG 2X PER 1
DAY ORAL

6 DAY

Intentional self-injury PROMETHAZINE
HYDROCHLORIDE

C  

Suicidal ideation OXIS (FORMOTEROL) C  
REMERGIL (MIRTAZAPINE) C  

7007862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2003 7007862 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20030801082

61 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia TRAMADOL HYDROCHLORIDE S ORAL 400 MG, 1 IN 1 DAY,

ORAL
 

Balance disorder TETRAZEPAM S ORAL ORAL  
Fall CLONAZEPAM S ORAL ORAL  
Hypoproteinaemia DEPAKENE S ORAL 1000 MG, 1 IN 1 DAY,

ORAL
 

Dysstasia EFFEXOR S ORAL 75 MG, 1 IN 1 DAY,
ORAL

 

Blood calcium decreased LEXOMIL (BROMAZEPAM) S ORAL 1 DOSE(S), 1 IN 1 DAY,
ORAL

 

NEUROFLEX (NEUROBION FOR
INJECTION

C  

ASPEGIC 100
(ACETYLSALICYLATE LYSINE)

C  
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3986715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2003 3986715 EXPEDITED (15-DAY) N OT GB-
GLAXOSMITHKLINE-
B0306812A

53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination LITHIUM CARBONATE S ORAL 400MG Per day  GLAXOSMITHKLINE
Anxiety EFFEXOR S ORAL 75MG Per day 2 DAY
Derealisation  
Drug interaction  
Insomnia  
3992388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2003 3992388 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG DAILY ORAL  WYETH AYERST

3992835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2003 3992835 DIRECT N DS,OT 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG PER DAY

ORAL
 WYETH
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3992009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3992009 DIRECT N OT 6 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL 75 1 PER DAY ORAL,

37.5 1 PER DAY ORAL
 WYETH AYERST

Diarrhoea  
Drug withdrawal syndrome  
Insomnia  
Nausea  
Vertigo  
Weight increased  
3992133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3992133 DIRECT Y DS,OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1 A DAY ORAL  
Convulsion BENADRYL C  
Feeling abnormal  
Thinking abnormal  
3992399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3992399 EXPEDITED (15-DAY) Y HO,OT FRWYE244907AUG03 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR S ORAL 150 MG 1X PER 1 DAY 310 DAY
Delusional disorder, persecutory type  
Psychotic disorder  
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3992935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3992935 DIRECT N HO,DS,LT,CA,OT,RI 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome CELEXA S 60MG DAILY  
Feeling abnormal EFFEXOR S 75 MG DAILY  
Mydriasis  
Panic attack  
Suicidal ideation  
3993848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3993848 EXPEDITED (15-DAY) Y HO,LT HQWYE956607AUG03 76 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory depression VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1 DAY  
Respiratory failure TRAZODONE HYDROCHLORIDE S ORAL 50 MG 1X PER 1 DAY  

FLURAZEPAM HYDROCHLORIDE S ORAL 30 MG 1X PER 1 DAY  
BROMAZEPAM S ORAL 3 MG 1X PER 1 DAY  
ZYPREXA S ORAL 5 MG 1X PER 1 DAY  
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3995347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3995347 EXPEDITED (15-DAY) N OT HQWYE840402JUL03 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome EFFEXOR S ORAL "ALTERNATED 1/2

TABLET AND ONE
TABLET EVERY
OTHER DAY", ORAL

 

Chills  
Feeling abnormal  
Hypoaesthesia  
Nervous system disorder  
Pain  
Paraesthesia  
Vomiting  
3995658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3995658 EXPEDITED (15-DAY) Y OT SEWYE202903JUL03 17 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema multiforme VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 2 X PER 1

DAY, ORAL
8 DAY

Fluid retention LITHIUM (LITHIUM) C  
Joint swelling  
3995663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3995663 EXPEDITED (15-DAY) Y OT HQWYE908706AUG03 68 YR Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction EFFEXOR S  
Cutaneous lupus erythematosus  
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3995677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2003 3995677 EXPEDITED (15-DAY) Y HO DEWYE253313AUG03 70 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus inadequate control VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1 X PER 1

DAY, ORAL
 

Infection RISPERDAL S  
Neuroleptic malignant syndrome MARCUMAR C  
White blood cell count increased CARVEDILOL\ZOPICLONE C  

CARVEDILOL C  
SPIRONOLACTONE C  
DIGOXIN (DIGOXIN) C  
LEVOTHYROXINE SODIUM C  

3995579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2003 3995579 EXPEDITED (15-DAY) Y HO HQWYE878007JUL03 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity EFFEXOR XR S ORAL SEE IMAGE  
Erythema SYNTHROID C  
Urticaria BENADRYL C  
Pruritus generalised MULTIVITAMINS, PLAIN

(MULTIVITAMINS PLAIN)
C  
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3996364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2003 3996364 EXPEDITED (15-DAY) Y DE HQWYE049912AUG03 18 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase increased EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY

ORAL
247 DAY

Blood creatine phosphokinase increased RISPERIDONE C  
Blood creatine phosphokinase MB increased  
Blood creatinine increased  
Blood pH decreased  
Cardio-respiratory arrest  
Oxygen saturation increased  
PCO2 increased  

3989143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2003 3989143 EXPEDITED (15-DAY) Y HO,OT PHEH2003US07262 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia ZELNORM S 6 mg, UNK  NOVARTIS
Hypotension TRILEPTAL S  

SEROQUEL S  
EFFEXOR XR S  
NEURONTIN S  
HYZAAR S  

3993021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2003 3993021 EXPEDITED (15-DAY) Y OT NLWYE192528JUN03 44 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Maternal drugs affecting foetus EFEXOR (VENLAFAXINE
HYDROCHLORIDE, TABLET, 0)

S ORAL 37.5 MG 1 X PER 1
DAY, ORAL

 

Maternal exposure during pregnancy  
Pregnancy  
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3994177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2003 3994177 DIRECT N LT 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  WYETH
Abnormal behaviour  
Aggression  
Family stress  
Feeling abnormal  
Nausea  
Nervous system disorder  
Vertigo  
3996478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2003 3996478 EXPEDITED (15-DAY) OT HQWYE226620AUG03 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR S ORAL OVERDOSE AMOUNT  
Overdose ALCOHOL S OVERDOSE AMOUNT  
Respiratory depression NITRAZEPAM S OVERDOSE AMOUNT  

THIORIDAZINE (THIORIDAZINE) S OVERDOSE AMOUNT  
ZOPICLONE S OVERDOSE AMOUNT  

3996489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2003 3996489 EXPEDITED (15-DAY) Y HO GBWYE163806JUN03 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintended pregnancy EFFEXOR S ORAL SEE IMAGE  
Maternal exposure during pregnancy FLUOXETINE C  
Disease recurrence FOLIC ACID C  
Depression  
Drug withdrawal syndrome  
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3996653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2003 3996653 EXPEDITED (15-DAY) Y HO HQWYE136615AUG03 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ETHINYL ESTRADIOL

\LEVONORGESTREL
S  

Hepatitis EFFEXOR S  
3997011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2003 3997011 EXPEDITED (15-DAY) N OT HQWYE140715AUG03 67 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL; 75 MG 1X
PER 1 DAY, ORAL

 

Fall UNSPECIFIED INGREDIENT C  
Loss of consciousness  

3991799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2003 3991799 EXPEDITED (15-DAY) N HO HQWYE137122JUL03 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome KLONOPIN S SEE IMAGE  
Fatigue ULTRAM S 50 MG DAILY AS

NEEDED,
 

Drug ineffective for unapproved indication  
Feeling abnormal  
Nausea  
Pain  
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3994732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2003 3994732 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S OTHER 37.5/MG 3 PILLS

OTHER
 

Anxiety  
Tinnitus  
3996083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2003 3996083 EXPEDITED (15-DAY) HO FRWYE256514AUG03 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S ORAL 1 TABLET 1X PER 1

DAY
 

Depression OXAZEPAM S ORAL 1 TABLET 1X PER 1
DAY

 

Glucose tolerance impaired ATARAX C  
Polyhydramnios CYAMEMAZINE C  
Pyrexia TRIMEPRAZINE TARTRATE C  
Cervix dystocia TRANXENE T-TAB C  
Caesarean section TROPATEPINE HYDROCHLORIDE C  
Pregnancy RISPERDAL C  
Maternal drugs affecting foetus  
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3996089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2003 3996089 EXPEDITED (15-DAY) OT FRWYE256414AUG03 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR S ORAL 1 TABLET 1X PER 1

DAY
 

Maternal drugs affecting foetus ATARAX S ORAL 1 TABLET 1X PER 1
DAY

 

Foetal heart rate abnormal LEPTICUR (TROPATEPINE
HYDROCHLORIDE, 0)

S  

RISPERDAL S ORAL 2 MG 1X PER 1 DAY  
OXAZEPAM S ORAL 1 TABLET 1X PER 1

DAY
 

CYAMEMAZINE S ORAL 10 DROP 1X PER 1
DAY

 

TRIMEPRAZINE TARTRATE S  
TRANXENE T-TAB S  

3997682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2003 3997682 EXPEDITED (15-DAY) Y OT HQWYE143923JUL03 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE ORAL  
Serotonin syndrome  
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3998372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2003 3998372 EXPEDITED (15-DAY) OT HQWYE243320AUG03 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR XR S ORAL SEE IMAGE 3 WEEK
Asthenia  
Balance disorder  
Decreased activity  
Depression  
Diarrhoea  
Disease progression  
Drug withdrawal syndrome  
Dysarthria  
Feeling cold  
Feeling hot  
Gait disturbance  
Hyperhidrosis  
Irritability  
Language disorder  
Nausea  
Retching  
Tinnitus  
Visual impairment  
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3994832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2003 3994832 DIRECT N RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 112.5 DAY ORAL  WYETH AYERST
Anger  
Crying  
Depression  
Feeling abnormal  
Headache  
Mental impairment  
Nervous system disorder  
3995362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2003 3995362 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 150MG PO ORAL  
Dizziness LEVOTHROID C  
Arthralgia  
Chills  
Paraesthesia  
3996067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2003 3996067 EXPEDITED (15-DAY) Y OT SEWYE259318AUG03 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S START DOSE 225 MG;

300 MG 1X PER 1 DAY
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3999266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2003 3999266 EXPEDITED (15-DAY) Y HO,DS NLWYE210609JUL03 25 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disability EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

75 MG 1X PER 1 DAY
 

Drug withdrawal syndrome  
Myoclonus  

3999866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2003 3999866 EXPEDITED (15-DAY) N OT HQWYE298622AUG03 75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematochezia VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Constipation SENNA LEAF S ORAL "AS NEEDED", ORAL  
Diarrhoea  
Prostate cancer  
3999887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2003 3999887 EXPEDITED (15-DAY) N HO HQWYE298822AUG03 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL SEE IMAGE  
Decreased appetite ZOLOFT C  
Drug withdrawal syndrome PERCOCET C  
Asocial behaviour  
Crying  
Feeling abnormal  
Impulse-control disorder  
Intentional self-injury  
Menopausal symptoms  
Mental disorder  
Nightmare  

Page: 126 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3950420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2003 3950420 EXPEDITED (15-DAY) Y HO,DS S03-SWI-02057-01 58 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood potassium CITALOPRAM HYDROBROMIDE S ORAL 60 MG QD PO  
Blood sodium CITALOPRAM HYDROBROMIDE S ORAL 40 MG QD PO  
Euphoric mood CITALOPRAM HYDROBROMIDE S ORAL 20 MG QD PO  
Fall EFFEXOR S ORAL 37.5 MG QD PO  
Logorrhoea EFFEXOR S ORAL 75 MG QD PO  
Mental disorder EFFEXOR S ORAL 112.5 MG QD PO  
Restlessness ZYPREXA C  
Rotator cuff syndrome LORAZEPAM C  
White blood cell count QUILONORM (LITHIUM ACETATE) C  
3995636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2003 3995636 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S ORAL 1 CAPSU DAILY ORAL  
Drug withdrawal syndrome  
Dyspepsia  
Dyspnoea  
Emotional disorder  
Eye pain  
Feeling abnormal  
Hangover  
Headache  
Irritability  
Palpitations  
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3996060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2003 3996060 DIRECT N DS,OT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR S ORAL 75 MG TWICE A DAY

ORAL
 

Amenorrhoea  
Dependence  
Disturbance in attention  
Feeling abnormal  
Hypersomnia  
Incoherent  
Nausea  
Ocular hyperaemia  
Paraesthesia  
Somnolence  
Visual impairment  
Vomiting  
Weight increased  
Yawning  
3999584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2003 3999584 EXPEDITED (15-DAY) Y DS GBWYE166210JUN03 20 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  
Headache DIAZEPAM (DIAZEPAM) C  
Motion sickness  
Nausea  
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4000436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2003 4000436 EXPEDITED (15-DAY) Y OT SEWYE243205AUG03 63 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR S ORAL 37.5 MG 2X PER 1

DAY; SEE IMAGE
 

Confusional state PROPAFENONE
HYDROCHLORIDE

S ORAL 300 MG 3X PER 1 DAY  

Drug interaction INSULATARD NPH HUMAN C  
Loss of consciousness RAMIPRIL C  
Memory impairment APODORM (NITRAZEPAM) C  
Sedation  
4000566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2003 4000566 EXPEDITED (15-DAY) Y HO FRWYE268825AUG03 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper EFFEXOR S ORAL ORAL 253 
Gastritis haemorrhagic UNSPECIFIED INGREDIENT S ORAL ORAL  
Anaemia macrocytic DUPHASTON C  
Melaena  
Metrorrhagia  

3844059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2003 3844059 EXPEDITED (15-DAY) Y DE HQ4200813SEP2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Drug level  
3930656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2003 3930656 EXPEDITED (15-DAY) Y DE,HO USA-2002-0001677 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Night sweats OXYCONTIN S 10 MG  
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3930656
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S 20 MG 1008 DAY
Rash pruritic HYDROCODONE BITARTRATE S 1008 DAY
Back pain ALPRAZOLAM S 1008 DAY
Anxiety EPHEDRINE S 1008 DAY
Nervousness PSEUDOEPHEDRINE S 1008 DAY
Irritability EFFEXOR S 75 MG, DAILY 1008 DAY
Depressed mood CODEINE S 1008 DAY
Insomnia NEURONTIN S 100 MG, TID 1008 DAY
Alopecia METOCLOPRAMIDE S 1008 DAY
Asthenia QUETIAPINE FUMARATE S 1008 DAY
Myocardial necrosis marker increased CLARITIN C  
Chest pain VITAMIN C C  
Coma CELEBREX C  
Diabetes mellitus PRILOSEC C  
Disturbance in attention DAYPRO C  
Drug ineffective TRANDATE C  
Dyspnoea AXID C  
Emphysema PAXIL C  
Fatigue MEDROL C  
Finger deformity MACRO ANTIOXIDANT

(ASCORBIC ACID, CYSTINE,
TOCOPHEROL, CALCIUM
ASCORBATE, BETACAROTENE,
MANAGANESE,)

C  

Flushing ZOCOR C  
Hilar lymphadenopathy RISPERIDAL C  
Hyperglycaemia FIORICET C  
Hyperventilation FLONASE C  
Hypoxia PHENOBARBITAL

(PHENOBARBITAL)
C  
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3930656
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Influenza DONNATAL (ATROPINE SULFATE,

HYOSCINE HYDROBROMIDE,
HYOSCYAMINE SULFATE,
PHENOBARBITAL)

C  

Libido decreased BELLERGAL-S (BELLADONNA
ALKALOIDS, ERGOTAMINE
TARTRATE, PHENOBARBITAL)

C  

Lobar pneumonia WEIGHT LOSS SUPPLEMENT
(DOES NOT CODE)

C  

Lung disorder IBUPROFEN C  
Nausea AMBIEN C  
Pain BACLOFEN C  
Pleurisy TRANDATE C  
Pruritus CELEXA C  
Pulmonary congestion CORTISONE (CORTISONE) C  
Pulmonary oedema ATARAX C  
Pulse absent PROVENTIL TABLET

(SALBUTAMOL SULFATE)
C  

Exfoliative rash AMITRIPTYLINE (AMITRIPTYLINE) C  
Somnolence CYCLOBENZAPRINE

HYDROCHLORIDE
C  

Hyperhidrosis AUGMENTIN (AMOXICILLIN
TRIHYDRATE, CLAVULANATE
POTASSIUM)

C  

Upper respiratory tract infection ERGOBEL (NICERGOLINE) C  
Urinary incontinence GLUCOTROL XL (GLIPIZIDE)

TABLET
C  

Angiopathy INSULIN NOS C  
Weight increased CAPOTEN TABLET C  
Portal tract inflammation ALBUTEROL (SALBUTAMOL)

INHALER
C  

Troponin increased AZMACORT (TRIAMCINOLONE
ACETONIDE) INHALER

C  
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3930656
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Peripheral arterial occlusive disease ACIPHEX (RABEPRAZOLE

SODIUM) TABLET
C  

SEROQUEL (QUETIAPINE)
TABLET

C  

3995878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2003 3995878 EXPEDITED (15-DAY) Y DE M0899-2003 37 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase MIRTAZAPINE S ORAL 15 MG ORAL 1 MTH
Blood alkaline phosphatase VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG ORAL 23 DAY
Blood glucose CLONAZEPAM C  
Gastroenteritis OLANZAPINE C  
Ketoacidosis RISPERIDONE C  
3998027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2003 3998027 DIRECT Y DS 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR XR S 150 MG 1 X PER  
Balance disorder  
Drug withdrawal syndrome  
Vision blurred  
3998032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2003 3998032 DIRECT N DS,OT 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR S ORAL 37.5 MG 150 MG 75 MG

ORAL
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4000900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2003 4000900 EXPEDITED (15-DAY) Y HO,LT HQWYE283821AUG03 38 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR S ORAL 150 MG 1X PER 1 DAY 110 DAY
Hypertension BENZEHEXOL

(TRIHEXYPHENIDYL)
C  

Neuroleptic malignant syndrome FLUVASTATIN (FLUVASTATIN) C  
ZOPICLONE C  
PROPRANOLOL C  

3999651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2003 3999651 DIRECT Y DS 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sedation EFFEXOR XR S ORAL PO TAPERING DOSE  
Anxiety ALLEGRA C  
Insomnia  
Nausea  
Nervous system disorder  
Tearfulness  
Thinking abnormal  

3993783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2003 3993783 EXPEDITED (15-DAY) N OT GB-
GLAXOSMITHKLINE-
B0308116A

54 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome PAROXETINE HYDROCHLORIDE S ORAL 427 DAY GLAXOSMITHKLINE
Headache VENLAFAXINE HYDROCHLORIDE S ORAL 75MG per day  

LOPRAZOLAM C ORAL 1MG per day  
IBUPROFEN C ORAL 800MG per day  GLAXOSMITHKLINE
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3999057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2003 3999057 DIRECT Y HO 85 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Torsade de pointes EFFEXOR S ORAL 225 MG QD ORAL  
Ventricular tachycardia ZOLOFT S ORAL 50MG QD ORAL  
4001048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2003 4001048 EXPEDITED (15-DAY) OT HQWYE407928AUG03 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eyelid function disorder EFFEXOR XR S ORAL  
VIIth nerve paralysis LIPITOR C  
Headache  
Scintillating scotoma  
4001132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2003 4001132 EXPEDITED (15-DAY) Y OT GBWYE259718AUG03 48 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ejaculation disorder EFFEXOR XR S ORAL 75 MG 2 X PER 1 DAY  
Paraesthesia CAMPRAL EC (ACAMPROBATE

CALCIUM)
C  

Spermatorrhoea THIAMINE (THIAMINE) C  
Self esteem decreased ZOPICLONE C  

FLUOXETINE C  
4003171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2003 4003171 EXPEDITED (15-DAY) Y OT HQWYE269221AUG03 12 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Growth retardation EFFEXOR S ORAL ORAL 15 MTH

3744804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2003 3744804 EXPEDITED (15-DAY) Y DE,OT 2015202 52 YR Female USA
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3744804
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort OXYCONTIN S ORAL 20 MG, SEE TEXT,

ORAL
 

Anaemia OXYCODONE HYDROCHLORIDE S ORAL 5 MG, Q6H PRN, ORAL  
Anxiety DIPHENHYDRAMINE

HYDROCHLORIDE
S 309 DAY

Arteriosclerosis EFFEXOR XR S ORAL 75 MG, ORAL 309 DAY
Bite PROMETHAZINE S ORAL 25 MG, ORAL 309 DAY
Cardiac arrest ATROPINE S 309 DAY
Coma ALLEGRA C  
Depression PROCHLORPERAZINE C  
Diarrhoea BUTALBITAL, ACETAMINOPHEN

AND CAFFEINE
C  

Drug dependence ATENOLOL C  
Drug dependence PHENYLPROPANOLAMINE W/

GUAIFENESIN
(PHENYLPROPANOLAMINE,
GUAIFENESIN)

C  

Drug level below therapeutic PREVACID C  
Haematemesis ALPRAZOLAM C  
Hepatic fibrosis ESTRADIOL C  
Hepatic steatosis METOCLOPRAMIDE C  
Nausea BIAXIN C  
Overdose NEOSPORIN EYE AND EAR

SOLUTION(GRAMICIDIN,
POLYMYXIN B SULFATE,
NEOMYCIN SULFATE)

C  

Pain CELEBREX C  
Pharyngitis TEMAZEPAM C  
Pneumonia LIPITOR C  
Pyrexia VIOXX C  
Radiculopathy MINOCYCLINE HYDROCHLORIDE C  
Rash BACTROBAN (MUPIROCIN) C  
Respiratory failure QUININE SULFATE C  
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3744804
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinusitis CEPHALEXIN C  
Stomatitis AUGMENTIN C  
Sudden death HYDROCHLOROTHIAZIDE C  
Vomiting FERROUS SULFATE C  
Contusion ACULAR

"ALLERGAN" (KETOROLAC
TROMETHAMINE)

C  

Poisoning VANCENASE C  
Faecaloma CALCIUM C  

CENTRUM (VITAMINS NOS,
MINERALS NOS)

C  

QUESTRAN C  
STOOL SOFTENER TABLET C  
PREDNISONE C  
METAMUCIL THERAPY FOR
REGULARITY

C  

3994329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2003 3994329 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0402538A

73 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia REQUIP S ORAL 4MG Three times per

day
 GLAXOSMITHKLINE

Aggression EFFEXOR XR S UNKNOWN 150MG Per day  
Crying STOOL SOFTENER C  
Sleep talking ASPIRIN C  GLAXOSMITHKLINE
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3998816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2003 3998816 DIRECT OT 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin odour abnormal EFFEXOR S SEE IMAGE  
Urine odour abnormal  
5735864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2003 5735864 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0410183A

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain REQUIP S ORAL 50MG See dosage text 1 YR GLAXOSMITHKLINE
Pyrexia NEURONTIN S UNKNOWN  
Disorientation EFFEXOR S UNKNOWN  
Anxiety SERZONE S UNKNOWN  
Tremor FLEXERIL S UNKNOWN  

ADDERALL S UNKNOWN  

3953097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2003 3953097 EXPEDITED (15-DAY) Y OT GBWYE136519MAY03 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR S ORAL SEE IMAGE ORAL  
Drug withdrawal syndrome OVRANETTE

(LEVONORGESTREL/ETHINYL
ESTRADIOL)

C  

Page: 137 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4003625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2003 4003625 EXPEDITED (15-DAY) Y HO FRWYE271427AUG03 78 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure systolic decreased EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
3 WEEK

Drug interaction FLUINDIONE C 0.5 TABLET 1X PER 1
DAY

25 DAY

International normalised ratio increased VASTAREL C  
Orthostatic hypotension TANAKAN (GINKGO TREE

LEAVES EXTRACT)
C  

Prothrombin time ratio decreased  
Pulmonary embolism  
4003629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2003 4003629 EXPEDITED (15-DAY) Y OT GB9393409JAN2003 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR S ORAL 150 MG 1X PER 1 DAY;

75 MG 1X PER 1 DAY
39 DAY

Maternal exposure during pregnancy  
Prolonged labour  
4003971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2003 4003971 EXPEDITED (15-DAY) Y DS GBWYE233328JUL03 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 3 YR
Panic attack UNSPECIFIED INGREDIENT C  
Paraesthesia  
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4003986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2003 4003986 EXPEDITED (15-DAY) Y OT DEWYE269326AUG03 36 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG/DAY ORAL 59 DAY
Musculoskeletal discomfort VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG/DAY ORAL 24 DAY
4004419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2003 4004419 EXPEDITED (15-DAY) Y HO 20030800016 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration LORAZEPAM S  
Dizziness VENLAFAXINE HYDROCHLORIDE S 225 MG DAILY  
Dysarthria PROMETHAZINE

HYDROCHLORIDE
S  

Mental disorder due to a general medical condition  
Tonic convulsion  
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4004466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2003 4004466 EXPEDITED (15-DAY) N HO HQWYE388527AUG03 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apraxia EFFEXOR XR S ORAL APPROXIMATELY TEN

150MG CAPSULES
(1500 MG), OVERDOSE
AMOUNT), ORAL

 

Confusional state ZYPREXA C  
Convulsion  
Depressed level of consciousness  
Drug screen positive  
Hyperhidrosis  
Hypertension  
Hypotension  
Intentional overdose  
Moaning  
Mydriasis  
Staring  
4004485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2003 4004485 EXPEDITED (15-DAY) Y OT HQWYE420029AUG03 14 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR XR S ORAL SEE IMAGE  
Intentional self-injury LEVETIRACETAM

(LEVETIRACETAM)
C  

DEPAKOTE C  
ADDERALL (AMFETAMINE
ASPARTATE/AMFETAMINE
SULFATE/DEXAMFETAMINE
SACCHARATE/DEXAMFETAMINE
SULFATE)

C  

RISPERDAL C  
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3997642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2003 3997642 EXPEDITED (15-DAY) Y OT GBWYE262420AUG03 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus EFFEXOR S ORAL 150MG,  (THERAPY

DATES: PRIOR TO
CONCEPTION AND IN
EARLY PREGNANCY)

 

Foetal death  
Foetal growth restriction  
Maternal drugs affecting foetus  
Placental disorder  
Pregnancy  
Stillbirth  
4003000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2003 4003000 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL 300 MG PER DAY

ORAL
 

Conversion disorder AMARYL C  
Dizziness SYNTHROID C  
Headache ZOCOR C  
Paraesthesia GLUCOPHAGE C  
Marital problem  
4003613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2003 4003613 EXPEDITED (15-DAY) Y OT GBWYE262820AUG03 38 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S 300MG DAILY  
Drug interaction AMOXICILLIN S  
Nausea FLUPENTIXOL (FLUPENTIXOL) C  
Tremor  
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4004893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2003 4004893 EXPEDITED (15-DAY) Y HO HQWYE439602SEP03 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Uterine haemorrhage TRAZODONE HYDROCHLORIDE C  
Uterine polyp SEROQUEL C  
Uterine cyst  
4004994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2003 4004994 EXPEDITED (15-DAY) Y HO,OT FRWYE280503SEP03 88 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR S ORAL ORAL 35 DAY
Hypochloraemia FUROSEMIDE

\SPIRONOLACTONE
S ORAL ORAL  

Hyponatraemia LEVOTHYROXINE SODIUM C  
General physical health deterioration APROVEL (IRBESARTAN) C  

FLUINDIONE C  
DEBRIDAT (TRIMEBUTINE
MALEATE)

C  

MIRTAZAPINE (MIRTAZAPINE) C  
DIGOXIN C  
DIOSMIN C  
MOVICOL C  

4005068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2003 4005068 EXPEDITED (15-DAY) Y HO FRWYE281803SEP03 20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ecchymosis EFFEXOR S ORAL 50 MG 2X PER 1 DAY 77 DAY
Haematoma  
Haematuria  
Microcytic anaemia  
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4005341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2003 4005341 EXPEDITED (15-DAY) N OT HQWYE489604SEP03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Loss of consciousness  
4005644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2003 4005644 EXPEDITED (15-DAY) Y OT 2003036259 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome GEODON S 40 MG (BID),  

OXYCODONE HYDROCHLORIDE S 80 MG (TID),  
VENLAFAXINE HYDROCHLORIDE S 40 MG (DAILY),  

3988594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2003 3988594 EXPEDITED (15-DAY) Y HO BR-
GLAXOSMITHKLINE-
A0422610A

Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt WELLBUTRIN S ORAL 30TAB Per day  GLAXOSMITHKLINE
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL 10TAB Per day  
Intentional self-injury ESTAZOLAM S ORAL 10TAB Per day  
3996549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2003 3996549 EXPEDITED (15-DAY) Y OT GB-
GLAXOSMITHKLINE-
B0308577A

45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome PAROXETINE HYDROCHLORIDE S ORAL  GLAXOSMITHKLINE
Aggression VENLAFAXINE HYDROCHLORIDE S 25MG per day  
Abnormal dreams  
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4000488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2003 4000488 DIRECT N DE 10 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 1X DAY ORALLY  WYETH
4000637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2003 4000637 DIRECT N OT 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 275 ONCE DAILY ORAL  
Weight increased  
4004267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2003 4004267 EXPEDITED (15-DAY) Y HO GBWYE279602SEP03 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR XR S TRANSPLACENTAL 225 MG 1X PER 1 DAY

TRANSPLACENTAL ;
BEFORE CONCEPTION
AND THROUGHOUT
PREGNANCY

 

Drug withdrawal syndrome neonatal  
Maternal exposure during pregnancy  
4005785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2003 4005785 EXPEDITED (15-DAY) Y OT HQWYE483403SEP03 Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonian gait EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
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4000902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2003 4000902 EXPEDITED (15-DAY) Y DE HQWYE287721AUG03 37 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetic ketoacidosis EFFEXOR S ORAL 75 MG 1X PER 1 DAY 23 DAY

MIRTAZAPINE S ORAL 15 MG 1X PER 1 DAY  
CLONAZEPAM C  

4007681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2003 4007681 EXPEDITED (15-DAY) N DS HQWYE361630JUL03 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

LANSOPRAZOLE
(LANSOPRAZOLE)

C  

AMOXICILLIN C  
CLARITHROMYCIN C  
VITAMINS NOS C  

4003683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2003 4003683 DIRECT N OT 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome PAXIL S ORAL 20, 10, 5 MG EVERY

DAY IN ORAL
 GLAXOSMITHKLINE

EFFEXOR XR S ORAL 150 MG EVERY DAY IN
ORAL

 WYETH AYERST

Page: 145 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4004613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2003 4004613 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5MG ONCE DAILY

ORAL
 WYETH AYERST

Nervous system disorder NEURONTIN C  
ABILIFY C  
WELLBUTRIN C  
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4007686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2003 4007686 EXPEDITED (15-DAY) N DE HQWYE563408SEP03 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents DONNATAL S ORAL 1 TBSP (1 OR 2 DOSES

AS NEEDED PER DAY)
ORAL

 

Treatment noncompliance ACETAMINOPHEN AND CODEINE S ORAL 3-4 DOSES A DAY,
ORAL

 

ALBUTEROL (SALBUTAMOL) S INHALATION 2 INHALATIONS
EVERY 4  HOURS AS
NEEDED, INHALATION

 

AXID S ORAL 150 MG 2X PER 1 DAY,
ORAL

 

CLONAZEPAM S ORAL 1 MG 3X PER 1 DAY,
ORAL

 

EFFEXOR XR S ORAL 450 MG 1X PER 1 DAY,
ORAL

 

FUROSEMIDE (FUROSEMIDE) S 20 MG AS NEEDED  
ALUMINUM HYDROXIDE
\DIMETHICONE\MAGNESIUM
HYDROXIDE

S ORAL 1 TBSP (1-2 DOSES AS
NEEDED PER DAY),
ORAL

 

PHENERGAN S  
PREMARIN S ORAL 1.25 MG 1X PER 1

DAY, ORAL
 

XYLOCAINE VISCOUS S ORAL 1 TBSP (1-2 DOSES AS
NEEDED PER DAY),
ORAL
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3996537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2003 3996537 EXPEDITED (15-DAY) N DE US-
GLAXOSMITHKLINE-
A0425102A

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death ALBUTEROL S INHALATION 2PUFF As required  GLAXOSMITHKLINE
Overdose ACETAMINOPHEN AND CODEINE

PHOSPHATE
S 1000MG Four times per

day
 

Drug interaction KLONOPIN S 1MG Three times per
day

 

Toxicity to various agents EFFEXOR S  
Feeling jittery PHENERGAN S  GLAXOSMITHKLINE

PREMARIN S  
EFFEXOR XR S 450MG per day  
DONNATAL S  
LIDOCAINE VISCOUS S  
ALUMINUM HYDROXIDE -
MAGNESIUM CARBONATE, CO-
DRIED GEL

S  

FUROSEMIDE S  GLAXOSMITHKLINE
AXID S ORAL 150MG Twice per day  
XANAX C  
IRON DEXTRAN C  
VITAMIN B12 C INTRAMUSCULAR  GLAXOSMITHKLINE
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4028566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2003 4028566 EXPEDITED (15-DAY) N DE 03-00748 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents CLONAZEPAM S 1MG, THREE TIMES A

DAY,
 

ACETAMINOPHEN AND CODEINE
PHOSPHATE

S 3-4 DOSES A DAY,  

TYLENOL WITH CODEINE S 3-4 DOSES PER DAY,  
KLONOPIN S 1MG, THREE TIMES A

DAY,
 

EFFEXOR S 150MG, 2 IN THE
MORNING AND 1 AT
NOON,

 

PHENERGAN S  
PREMARIN S 1.25MG, ONCE DAILY,  
DONNATAL S 1 TABLESPOONFUL

1-2 DOSES WHEN
NEEDED DAILY,

 

ALBUTEROL INHALER S 2 INHALATIONS
EVERY 4 HOURS
WHEN NEEDED,

 

FUROSEMIDE S 20MG, WHEN NEEDED
DAILY,

 

AXID S 150MG, TWICE A DAY,  
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3959929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2003 3959929 EXPEDITED (15-DAY) Y OT HQWYE454303JUN03 85 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Balance disorder EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated COUMADIN S VARIES WITH

BLOODWORK
 

Constipation ATENOLOL C  
Drug ineffective MAVIK C  
Dry mouth NEURONTIN C  
Drug interaction  
Dry throat  
Dysgeusia  
Fatigue  
International normalised ratio decreased  
Partial seizures  
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3965868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2003 3965868 EXPEDITED (15-DAY) HO,OT HQWYE652717JUN03 46 YR Male TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL 150 MG WAS TAKEN

SIX TIMES FOR A
TOTAL OF 900 MG ,
ORAL

3 DAY

Aptyalism  
Cold sweat  
Dizziness  
Hyponatraemia  
Inappropriate antidiuretic hormone secretion  
Malaise  
Medication error  
Mental status changes  
Nausea  
Urinary retention  
Vision blurred  
Vomiting  
3979213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2003 3979213 EXPEDITED (15-DAY) Y OT GBWYE221817JUL03 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia areata EFFEXOR S 50 MG 1X PER 1 DAY  
Antinuclear antibody positive  
Systemic lupus erythematosus  
4008686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2003 4008686 EXPEDITED (15-DAY) Y HO HQWYE603309SEP03 Unknown BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive encephalopathy EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
6 DAY
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4010377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2003 4010377 EXPEDITED (15-DAY) Y DS,OT HQWYE630610SEP03 2 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG 1X PER DAY

DRUG WITHDRAWAL
IN "75 MG STEPS
OVER 8-10 WEEKS"
ORAL

 

4000346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2003 4000346 EXPEDITED (15-DAY) N OT GB-
GLAXOSMITHKLINE-
B0309246A

38 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness AMOXICILLIN S UNKNOWN  GLAXOSMITHKLINE
Drug interaction EFFEXOR S UNKNOWN 300MG Per day  
Nausea FLUPENTHIXOL C UNKNOWN .5MG Three times per

day
 

Tremor  

3943543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 3943543 EXPEDITED (15-DAY) Y HO,LT,OT 2003017238 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Activated partial thromboplastin time prolonged NEURONTIN S 1800 MG (600, TID)  
Anaemia GEODON S 160 MG  
Angioedema BENZTROPINE MESYLATE S 4 MG  
Asthenia RISPERIDONE (RISPERIDONE) S 6 MG (3, BID)  
Blood albumin decreased VENLAFAXINE HYDROCHLORIDE S 75 MG (DAILY)  
Blood chloride increased CLONAZEPAM C  
Blood fibrinogen abnormal HALOPERIDOL C  
Blood urea decreased LAMOTRIGINE (LAMOTRIGINE) C  
Cough LANSOPRAZOLE

(LANSOPRAZOLE)
C  
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3943543
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents RANITIDINE HYDROCHLORIDE C  
Dyspnoea DIPHENHYDRAMINE

HYDROCHLORIDE
C  

Hallucination TRIHEXYPHENIDYL
HYDROCHLORIDE

C  

Hyperplasia CHLORPROMAZINE C  
Hyperpyrexia OLANZAPINE (OLANZAPINE) C  
Insomnia LORAZEPAM C  
Lymphadenopathy TEMAZEPAM C  
Lymphoma ZOLPIDEM TARTRATE C  
Blood iron decreased  
Decreased appetite  
Drug withdrawal syndrome  
Hyperhidrosis  
Muscular weakness  
Nausea  
Paranoia  
Psychomotor hyperactivity  
Rash  
Red cell distribution width increased  
Serum ferritin decreased  
Tachycardia  
Thrombocytopenia  
Vomiting  
Weight decreased  
White blood cell count decreased  
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Detailed Report
3984273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 3984273 EXPEDITED (15-DAY) Y OT HQWYE140023JUL03 77 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphagia EFFEXOR S ORAL 2 TABLET 1X PER 1

DAY; ORAL
 

Hiatus hernia  
Oesophageal stenosis  
Oesophagitis  
Oropharyngeal pain  
Pharyngitis  
Throat tightness  
Weight decreased  
4007483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4007483 DIRECT 39 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Euphoric mood EFFEXOR XR S ORAL ONE  A DAY  ORAL  
Bladder disorder  
Feeling abnormal  
Feeling hot  
Flushing  
Hypoaesthesia  
Insomnia  
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Detailed Report
4009581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4009581 EXPEDITED (15-DAY) Y OT HQWYE604810SEP03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR XR S TRANSPLACENTAL 375 MG 1 X PER 1

DAY, ORAL
 

Feeding disorder neonatal  
Hyperreflexia  
Irritability  
Maternal exposure during pregnancy  
Neonatal tachycardia  
4009602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4009602 EXPEDITED (15-DAY) Y OT HQWYE696515SEP03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug level above therapeutic EFFEXOR XR S ORAL 300 MG 1 X PER 1

DAY, ORAL
 

Road traffic accident  
4010133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4010133 EXPEDITED (15-DAY) Y RI 2003AP03199 85 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion SEROQUEL S ORAL 150 MG DAILY PO  
Aphasia MIRTAZAPINE S ORAL 60 MG DAILY PO  
Orthostatic hypotension EFFEXOR XR S ORAL 75 MG DAILY PO  
Chorea  
Syncope  
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Detailed Report
4010172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4010172 EXPEDITED (15-DAY) Y DE FRWYE297415SEP03 44 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder EFFEXOR S ORAL 300 MG DAILY, ORAL 1 WEEK
Cyanosis GLYCERYL TRINITRATE

(GLYCERYL TRINITRATE,
UNSPEC, 0)

S  

ISOPTIN S ORAL ORAL  
PROZAC S ORAL ORAL  
ZYPREXA S ORAL 5 MG DAILY ORAL  

4010185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4010185 EXPEDITED (15-DAY) OT HQWYE642311SEP03 39 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Maternal exposure during pregnancy  
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Detailed Report
4010337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4010337 EXPEDITED (15-DAY) Y HO,LT GB-
JNJFOC-20030902082

21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood bicarbonate TYLENOL WITH CODEINE S ORAL ORAL  
Blood creatine phosphokinase increased CITALOPRAM S 1.6 G TOTAL  
Blood pressure systolic increased VENLAFAXINE S 1.05 G  
Body temperature increased  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Generalised tonic-clonic seizure  
Intentional self-injury  
Laceration  
Loss of consciousness  
Overdose  
PCO2 increased  
PO2 increased  
Sinus tachycardia  
White blood cell count increased  
4010419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4010419 EXPEDITED (15-DAY) Y OT ITWYE301517SEP03 75 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amaurosis fugax EFFEXOR S 75 MG 1 X PER 1 DAY  
Eyelid ptosis LEVOSULPIRIDE

(LEVOSULPIRIDE)
C  
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Detailed Report
4010494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2003 4010494 EXPEDITED (15-DAY) HO DEWYE298416SEP03 83 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric ulcer VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG/DAY ORAL 57 DAY
Gastrooesophageal reflux disease VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG/DAY ORAL 259 DAY
Vomiting  

4001613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2003 4001613 EXPEDITED (15-DAY) N HO,LT ES-BRISTOL-MYERS
SQUIBB
COMPANY-12386470

76 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory failure TRAZODONE HYDROCHLORIDE S ORAL 30 tablets  APOTHECON

BROMAZEPAM S ORAL 30 capsules  
FLURAZEPAM HYDROCHLORIDE S ORAL 30 capsules  
VENLAFAXINE HYDROCHLORIDE S ORAL 60 tablets  
ZYPREXA S ORAL 28 tablets  

4005870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2003 4005870 EXPEDITED (15-DAY) Y OT FRWYE283904SEP03 53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY 112 DAY
International normalised ratio decreased FLUINDIONE S ORAL 1.75 TABLET 1X PER 1

DAY
 

Prothrombin level increased FLUINDIONE S ORAL 1.75 TABLET 1XPER 1
DAY

 

FLECAINIDE ACETATE C  
ALVOCARDYL (PROPRANOLOL) C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4011321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2003 4011321 EXPEDITED (15-DAY) Y DS GBWYE203503JUL03 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY 13 DAY
Drug ineffective EFFEXOR C  
Menorrhagia FERROUS SULPHATE (FERROUS

SULFATE)
C  

Condition aggravated  
Menstruation irregular  
Tearfulness  
4011368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2003 4011368 EXPEDITED (15-DAY) Y DE USA-2003-0009569 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage OXYCONTIN S MG  
Cardiomegaly BUPROPION HYDROCHLORIDE S MG  
Pneumonia OLANZAPINE (OLANZAPINE) S MG  
Toxicologic test abnormal VENLAFAXINE S MG  
4011463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2003 4011463 EXPEDITED (15-DAY) Y HO 2003AP03105 56 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ZESTRIL S ORAL 20 MG DAILY PO  
Hypokalaemia ATENOLOL S ORAL 50 MG DAILY PO  
Hyponatraemia INDAPAMIDE S ORAL 2.5 MG DAILY PO  

EFFEXOR XR S ORAL 75 MG DAILY PO  
ZYLOPRIM C  
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Detailed Report
4012110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2003 4012110 EXPEDITED (15-DAY) Y HO,DS HQWYE676712SEP03 46 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angle closure glaucoma EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 8 DAY
Blindness unilateral  
Condition aggravated  
4063984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2003 4063984 NON-EXPEDITED Y OT K200301307 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction SONATA S ORAL 20 MG, ORAL  
Blister EFFEXOR XR S ORAL ORAL  
Sunburn ZESTRIL S  
Burns second degree SEROQUEL C  

TENORMIN C  

4008431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2003 4008431 DIRECT N HO,DS 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S EFFEXOR XR TIB  
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Detailed Report
4010358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2003 4010358 EXPEDITED (15-DAY) Y DE,LT FRWYE295412SEP03 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia EFFEXOR S ORAL 1 DOSE 2XX PER 1

DAY ORAL
 

Aphasia FLUINDIONE S ORAL 0.75 DOSE 1X PER 1
DAY ORAL

 

Hepatocellular injury HEMIGOXNE NATIVELLE
(DIGOXIN)

C  

Multi-organ failure PIRACETAM (PIRACETAM) C  
Renal failure acute SERC C  
Thrombocytopenia FLEBOSMIL (DIOSMIN) C  
White blood cell count increased POTASSIUM CHLORIDE C  
Cardiac failure  
Coma  
Condition aggravated  
Drug level decreased  
Drug level increased  
Hemiparesis  
Hyperpyrexia  
International normalised ratio increased  
Psychomotor skills impaired  
Tachypnoea  
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Detailed Report
4010559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2003 4010559 DIRECT Y HO 90 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL 37.5 MG PO QD  
Blood thyroid stimulating hormone ASPIRIN C  
Blood cortisol NORVASC C  

LOPRESSOR C  
SYNTHROID C  
AVANDIA C  
VASOTEC C  
XANAX C  

4011607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2003 4011607 EXPEDITED (15-DAY) Y LT,OT HQWYE865724SEP03 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR S ORAL 75 MG 1X PER 1 DAY 1 DAY
Electrocardiogram ST segment depression FERROUS GLUCONATE

(FERROUS GLUCONATE)
C  

Myocardial ischaemia  
4012240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2003 4012240 EXPEDITED (15-DAY) Y OT GBWYE304618SEP03 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atonic urinary bladder EFFEXOR S ORAL ORAL  
4012551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2003 4012551 EXPEDITED (15-DAY) Y RI 03P-167-0233595-00 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion DEPAKENE S  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL PER ORAL  

TEMAZEPAM S  
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Detailed Report
3739719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 3739719 EXPEDITED (15-DAY) Y OT HQ9364111DEC2001 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S ORAL 18.75 MG 1X PER 1

DAY, ORAL
 

Interstitial lung disease  
3740010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 3740010 EXPEDITED (15-DAY) Y OT HQ9364811DEC2001 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure congestive EFFEXOR S ORAL 18.75 MG 1X PER 1

DAY, ORAL
 

Urosepsis  
3740020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 3740020 EXPEDITED (15-DAY) Y OT HQ9363911DEC2001 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia EFFEXOR S ORAL 18.75 MG 1X PER 1

DAY, ORAL
 

Hyponatraemia  
Thrombocytopenia  
Urinary tract infection  
3740063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 3740063 EXPEDITED (15-DAY) Y OT HQ9364011DEC2001 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR S ORAL 18.75 MG 1X PER 1

DAY, ORAL
 

Urinary tract infection  
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Detailed Report
3740067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 3740067 EXPEDITED (15-DAY) Y OT HQ9365411DEC2001 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR S ORAL 18.75 MG 1X PER 1

DAY, ORAL
 

Hypertension  
Renal impairment  
4003777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 4003777 EXPEDITED (15-DAY) Y HO US-ROCHE-345583 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mucosal inflammation CAPECITABINE S ORAL INTERMITTENT

THERAPY OF TWO
WEEKS TREATMENT,
ONE WEEK REST.

 ROCHE

Hypotension AMLODIPINE S UNKNOWN  
Diarrhoea CLOPIDOGREL BISULFATE S UNKNOWN  
Dehydration ESOMEPRAZOLE S UNKNOWN  
Decreased appetite LEVOTHYROXINE S UNKNOWN  ROCHE
Nausea VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Abdominal pain  
Haemoglobin increased  
Hypovolaemic shock  
Infection  
Palmar-plantar erythrodysaesthesia syndrome  
Sepsis  
Sinus tachycardia  
Vasodilatation  
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Detailed Report
4011554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 4011554 EXPEDITED (15-DAY) Y OT HQ9364311DEC2001 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR S ORAL 18.75 MG 1X PER 1

DAY, ORAL
 

Cardiac failure congestive  
4011556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 4011556 EXPEDITED (15-DAY) Y OT HQ9364411DEC2001 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR S ORAL 18.75 MG 1X PER 1

DAY, ORAL
 

Fall  
Lower limb fracture  
4011584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 4011584 EXPEDITED (15-DAY) Y HO HQWYE375828MAY03 45 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR S ORAL 75 MG 2X PER 1 DAY 253 DAY
Back pain FRAGMIN C  
Condition aggravated  
Gamma-glutamyltransferase increased  
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Detailed Report
4011686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2003 4011686 DIRECT N DS,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance EFFEXOR XR S ORAL 1 PILL DAY ORAL  WYETH
Activities of daily living impaired  
Drug withdrawal syndrome  
Dysstasia  
Headache  
Nausea  
Paraesthesia  
Vertigo  
Vomiting  

3923914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2003 3923914 EXPEDITED (15-DAY) Y DE,HO FRWYE051807MAR03 80 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S ORAL 100 MG 2X PER 1 DAY

ORAL
171 DAY

Cholestasis REMINYL S ORAL ORAL;  MG 3X PER 1
DAY ORAL

 

Confusional state REVITALOSE C (SODIUM
ASCORBATE/SUPRARENAL
CORTEX/TESTIS EXTRACT)

C  

Disseminated intravascular coagulation MOTILIUM C  
Dyspnoea MEGACE C  
Oedema ASPIRIN LYSINE C  
Pneumonia RABEPRAZOLE (RABEPRAZOLE) C  
Cyanosis  
General physical health deterioration  
Hepatitis  
Renal failure  
Sepsis  
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Detailed Report
4012339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2003 4012339 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL 150 MG  1/DAY  ORAL  WYETH
Activities of daily living impaired  
Crying  
Diarrhoea  
Dizziness  
Drug dependence  
Drug withdrawal syndrome  
Fatigue  
Nausea  
Nervous system disorder  
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Detailed Report
4013528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2003 4013528 EXPEDITED (15-DAY) Y DE,HO,RI 200304842 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest ACETAMINOPHEN S ORAL PO  
Coma VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Completed suicide  
Dialysis  
Hepatic failure  
Hypotension  
Hypothermia  
Metabolic acidosis  
Neurological examination abnormal  
Overdose  
Prothrombin time ratio abnormal  
QRS axis abnormal  
Renal failure  
Respiration abnormal  
Respiratory disorder  

Page: 168 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3923077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2003 3923077 EXPEDITED (15-DAY) Y DE,HO NSADSS2003011298 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia RISPERDAL S ORAL SEE IMAGE  
Anger EFFEXOR S  
Chronic obstructive pulmonary disease WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S  

Coma PAXIL S  
Confusional state REMERON S  
Depression ZOLOFT C  
Disturbance in attention XANAX C  
Drug ineffective KLONOPIN C  
Female orgasmic disorder LITHIUM (LITHIUM) C  
Synovial cyst LASIX C  
Hallucination, auditory AMBIEN C  
Headache ZYPREXA C  
Insomnia NEURONTIN C  
Mania SYNTHROID C  
Memory impairment VALIUM C  
Pneumonia GEODON C  
Pulmonary hypertension PROVIGIL C  
Renal failure MEDICINE FOR HTN

(ANTIHYPERTENSIVES)
C  

Restlessness MEDICINESE FOR DIABETES
(DRUG USED IN DIABETES)

C  

Sleep apnoea syndrome XENICAL C  
Suicidal ideation  
Tachycardia  
Thinking abnormal  
Tumour excision  
Weight decreased  
Weight increased  
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Detailed Report
4007172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2003 4007172 EXPEDITED (15-DAY) Y OT HQWYE484903SEP03 55 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

REMERON C  
4011881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2003 4011881 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR S TABLETS  WYETH

EFFEXOR S TABLETS  WYETH
4012053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2003 4012053 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR S TABLET  WYETH AYERST

EFFEXOR S TABLET  WYETH AYERST
4013410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2003 4013410 EXPEDITED (15-DAY) Y OT GBWYE311223SEP03 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR S ORAL 75 MG 2 X PER 1 DAY  
Congenital anomaly  
Dextrocardia  
Maternal drugs affecting foetus  
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Detailed Report
4013609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2003 4013609 EXPEDITED (15-DAY) Y HO,OT GBWYE316326SEP03 63 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S ORAL 150 MG 1 X PER 1 DAY 54 DAY

OLANZAPINE (OLANZAPINE) C  
DEPAKOTE C  

4013650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2003 4013650 EXPEDITED (15-DAY) Y OT HQWYE829922SEP03 72 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR XR S ORAL SEE IMAGE  
Haematoma EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Transient ischaemic attack CORTISONE C  
ANTRA C  
PRADIF (TAMSULOSIN
HYDROCHLORIDE)

C  

4070066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2003 4070066 EXPEDITED (15-DAY) Y HO SUS1-2003-00289 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura ADDERALL XR S 60 MG, 1X/DAY:QD  

EFFEXOR XR S 150, 1X/DAY:QD  
WELLBUTRIN SR S 150MG 2X/DAY  
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Detailed Report
4014776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2003 4014776 EXPEDITED (15-DAY) Y OT GBWYE093810APR03 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR S ORAL 75 MG 2X PER 1 DAY  
Maternal drugs affecting foetus  
Pregnancy  
Premature rupture of membranes  
4014996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2003 4014996 EXPEDITED (15-DAY) Y OT HQWYE835223SEP03 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S ORAL ORAL  
Maternal exposure during pregnancy AMPHETAMINE ASPARTATE

\AMPHETAMINE SULFATE
\DEXTROAMPHETAMINE
SACCHARATE
\DEXTROAMPHETAMINE
SULFATE

S  

4009238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2003 4009238 EXPEDITED (15-DAY) N OT HQWYE047828JAN03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL UNKNOWN, ORAL  
Abortion spontaneous  
4015803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2003 4015803 EXPEDITED (15-DAY) Y DE,OT 2003039903 36 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DOXEPIN HYDROCHLORIDE S ORAL UNK, ORAL  
Cardio-respiratory arrest VENLAFAXINE S ORAL UNK, ORAL  

TRAZODONE S ORAL UNK, ORAL  
UNSPECIFIED INGREDIENT S ORAL UNK, ORAL  
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Detailed Report
4015806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2003 4015806 EXPEDITED (15-DAY) Y DE,OT 2003039900 44 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DOXEPIN HYDROCHLORIDE S ORAL UNK, ORAL  
Cardio-respiratory arrest METHADONE HYDROCHLORIDE S ORAL UNK, ORAL  

VENLAFAXINE S ORAL UNK, ORAL  

4000155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2003 4000155 EXPEDITED (15-DAY) Y OT HQWYE277921AUG03 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

ORAL (SEE IMAGE)
 

Dizziness LIPITOR C  
Drug dependence DIAMOX #1 (ACETAZOLAMIDE) C  
Drug withdrawal syndrome MELATONIN C  
Headache SAN PALMETTO STANDARDIZED

(SERENOA REPENS)
C  

Hypersomnia  
Somnolence  
Therapeutic response changed  
Unevaluable event  
4012831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2003 4012831 DIRECT N RI 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome PAXIL S ORAL 30 MG    BID   ORAL  
Hypothyroidism EFFEXOR S ORAL 150 MG   QD   ORAL  
Fatigue  
Loss of libido  
Weight increased  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4013596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2003 4013596 EXPEDITED (15-DAY) Y HO HQWYE772119SEP03 64 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retroperitoneal fibrosis EFFEXOR XR S ORAL 262.5 MG 1X PER 1

DAY ORAL
3 YR

DESYREL C  
4015885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2003 4015885 EXPEDITED (15-DAY) N OT HQWYE823222SEP03 11 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL ORAL  
Feelings of worthlessness  
Hostility  
Intentional self-injury  
Suicidal ideation  
4016764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2003 4016764 EXPEDITED (15-DAY) Y DE 2003039913 51 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LITHIUM (LITHIUM) S ORAL ORAL  

VENLAFAXINE S ORAL ORAL  
6299776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2003 6299776 EXPEDITED (15-DAY) Y HO HQWYE873925SEP03 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperbilirubinaemia neonatal EFFEXOR S ORAL UNSPECIFIED, ORAL  
Exposure during breast feeding  
Jaundice neonatal  
Maternal exposure during pregnancy  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4013275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2003 4013275 DIRECT N HO 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S ORAL 2  DAILY  ORAL  WYETH
Balance disorder  
Disorientation  
Drug withdrawal syndrome  
Vision blurred  
4013299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2003 4013299 DIRECT Y OT 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR XR S ORAL 37.5 TO   2 TIMES

ORAL
 WYETH AYERST

LEXAPRO S ORAL 10MG   ONCE A DAY
ORAL

 FOREST

4016649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2003 4016649 EXPEDITED (15-DAY) Y DS HQWYE946401OCT03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR S ORAL ORAL  
Feeling abnormal  
Headache  
Insomnia  
Vision blurred  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4016817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2003 4016817 EXPEDITED (15-DAY) Y DE 2003039663 76 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide AMLODIPINE S ORAL ORAL  
Overdose METOPROLOL SUCCINATE S ORAL ORAL  

VENLAFAXINE S ORAL ORAL  
UNSPECIFIED INGREDIENT S ORAL ORAL  

7887735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2003 7887735 EXPEDITED (15-DAY) N DE SUS1-2003-00343 22 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus ADDERALL S  
Pregnancy EFFEXOR S  
Foetal death  

3975030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 3975030 EXPEDITED (15-DAY) Y HO FRWYE212010JUL03 43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic pain EFFEXOR S ORAL SEE IMAGE 2 MTH
Hypotension PRAZEPAM C  
Hepatitis TRIMEPRAZINE TARTRATE C  
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Detailed Report
4014438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 4014438 DIRECT N HO,DS 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 150MG  2 TIMES ORAL  WYETH
Memory impairment WELLBUTRIN C  
Motor dysfunction AMBIEN C  
Contusion LORAZEPAM C  
Aphasia  
Confusional state  
Convulsion  
Disturbance in attention  
Dizziness  
Heart rate irregular  
Muscle spasms  
Night sweats  
Tremor  
Visual impairment  
4017187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 4017187 EXPEDITED (15-DAY) Y HO,OT DE9349120NOV2002 67 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Clavicle fracture VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Fall  
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Detailed Report
4017269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 4017269 EXPEDITED (15-DAY) Y OT GBWYE321129SEP03 15 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL SEE IMAGE  
Depression MELATONIN (MELATONIN) C  
Disease recurrence  
Drug withdrawal syndrome  
Tremor  
4017277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 4017277 EXPEDITED (15-DAY) Y HO,OT FRWYE319829SEP03 68 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aneurysm EFFEXOR S ORAL 37.5 MG 1XPER 1 DAY

ORAL
 

Atrial fibrillation ALLOPURINOL S ORAL 200 MG 1XPER 1 DAY
ORAL

4 YR

Calculus urinary ASPIRIN LYSINE S ORAL 75 MG 1X PER 1 DAY
ORAL

4 YR

Drug interaction ALDACTONE C  
Haematuria ZANIDIP (LERCANIDIPINE

HYDROCHLORIDE)
C  

Proteinuria ENDOTELON (HERBAL
EXTRACTS NOS/VITIS VINIFERA)

C  

Renal colic TEVETEN C  
Renal failure acute  
Retroperitoneal haematoma  
Ureteric fistula  
Ureteric rupture  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4017359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 4017359 EXPEDITED (15-DAY) Y DE 2003178743US 51 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CELEBREX S ORAL ORAL  
Intentional overdose VENLAFAXINE S ORAL ORAL  

PAROXETINE HYDROCHLORIDE S ORAL ORAL  
4017451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 4017451 EXPEDITED (15-DAY) Y DE,OT 2003039921 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest PHENELZINE S ORAL ORAL  

VENLAFAXINE S ORAL ORAL  
NORTRIPTYLINE
HYDROCHLORIDE

S ORAL ORAL  

UNSPECIFIED INGREDIENT S ORAL ORAL  
4017462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 4017462 EXPEDITED (15-DAY) Y DE 2003178455US 67 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ALPRAZOLAM S ORAL  
Overdose OXYCODONE S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S  
4017650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2003 4017650 EXPEDITED (15-DAY) Y DE 2003178859US 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CALAN S  
Intentional overdose VENLAFAXINE S  

BUPROPION HYDROCHLORIDE S  

Page: 179 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data
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Detailed Report
4005976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2003 4005976 EXPEDITED (15-DAY) N DE 2003UW11115 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents LIDOCAINE VISCOUS S 1 TABLESPOON 1 O2

DOSES QD PRN
 

Eye haemorrhage ACETAMINOPHEN AND CODEINE S 3 OR 4 DOSES PER
DAY

 

Drug screen positive CLONAZEPAM S ORAL 1 MG  TID PO  
Skin haemorrhage ALBUTEROL S 2 PUFF Q4H PRN  

EFFEXOR S 2 QAM AND 1 QNOON  
DONNATAL S 1 TABLESPOON 1 OR 2

DOSES QD PRN
 

ALUMINUM HYDROXIDE
\MAGNESIUM HYDROXIDE

S 1 TABLESPOON 1 O2
DOSES QD PRN

 

FUROSEMIDE S ORAL 20 MG PO  
AXID S TWO DOSES OF 150

MG PER DAY
 

PREMARIN S  
PHENERGAN S  

4017913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2003 4017913 EXPEDITED (15-DAY) Y DE HQWYE987903OCT03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug level increased EFFEXOR XR S ORAL ORAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4018274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2003 4018274 EXPEDITED (15-DAY) Y HO SEWYE329603OCT03 28 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase increased EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Blood electrolytes decreased  
Blood lactate dehydrogenase increased  
Blood magnesium decreased  
Blood potassium decreased  
Blood sodium decreased  
Gamma-glutamyltransferase increased  
Generalised tonic-clonic seizure  
Liver function test abnormal  
Thrombocytopenia  
7223377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2003 7223377 EXPEDITED (15-DAY) Y OT S03-USA-04099-01 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia LEXAPRO S ORAL 10 MG QD PO  
Aphasia EFFEXOR XR S  
Confusional state LEVOXYL C  
Drooling PHENERGAN C  
Dysgeusia LORTAB C  
Eye disorder TOPAMAX C  
Headache  
Loss of consciousness  
Postictal state  
Simple partial seizures  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4014051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2003 4014051 DIRECT Y DS 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia EFFEXOR XR S ORAL 1 QD PO 2 WEEK
Groin pain  
Joint range of motion decreased  
Tendon disorder  

4009235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2003 4009235 EXPEDITED (15-DAY) N OT HQWYE641611SEP03 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams EFFEXOR XR S ORAL SEE IMAGE  
Agitation ZOLOFT C  
Apathy PREVACID (LANSORPAZOLE) C  
Blepharitis CLONAZEPAM C  
Bruxism GUAIFENESIN C  
Chest pain PHENYLEPHRINE

(PHENYLEPHRINE)
C  

Confusional state AMBIEN C  
Chills  
Corneal lesion  
Dehydration  
Delusion  
Disorientation  
Dizziness  
Drug withdrawal syndrome  
Dry eye  
Dry mouth  
Dysarthria  
Dysgeusia  
Dysphagia  
Dysphonia  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4009235
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea  
Eye disorder  
Eye pain  
Feeling abnormal  
Flatulence  
Gastritis  
Gastroenteritis  
Haemorrhoids  
Hair texture abnormal  
Headache  
Hypertension  
Hyperventilation  
Insomnia  
Libido increased  
Loss of consciousness  
Malaise  
Migraine  
Nausea  
Neck pain  
Nervousness  
Neuralgia  
Nuchal rigidity  
Oesophagitis  
Paraesthesia  
Paranoia  
Pelvic pain  
Pharyngitis  
Rash  
Self-injurious ideation  
Sinus disorder  
Suicidal ideation  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4009235
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope  
Tachycardia  
Thinking abnormal  
Thirst  
Tongue oedema  
Tooth injury  
Toxicity to various agents  
Urinary retention  
Urine output decreased  
Vaginal mucosal blistering  
Vision blurred  
Visual field defect  
Visual impairment  
Vomiting  
4015032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2003 4015032 DIRECT N DS 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 150 MG 2 X DAILY  WYETH
Fall ELAVIL C  
Ear pain LAMICTAL C  
Chills  
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Freedom of Information Act (FOIA) 

Detailed Report
4000872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2003 4000872 EXPEDITED (15-DAY) Y HO PHFR2003GB03549 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection CLOZARIL S ORAL UNK, UNK 187 DAY NOVARTIS
Somnolence CLOZARIL S ORAL 2g overdose  NOVARTIS
Sedation CLOZARIL S ORAL 200mg/day  NOVARTIS
Overdose VENLAFAXINE HYDROCHLORIDE S UNKNOWN 450mg/day  

VENLAFAXINE HYDROCHLORIDE S UNKNOWN 300mg/day  
4011641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2003 4011641 EXPEDITED (15-DAY) OT PHEH2003US09132 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral vasoconstriction TRILEPTAL S  NOVARTIS
Hemiplegia PROVIGIL S ORAL 200 mg, QD 10080 MIN
Cognitive disorder EFFEXOR S  
Drug interaction CELEBREX S  

AMBIEN S  
HYDROCODONE S  
ATENOLOL S  
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Detailed Report
4015623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2003 4015623 DIRECT N DS,LT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL 75 MG PILL TWICE

DAILY ORAL
 

Amnesia  
Bedridden  
Crying  
Depression  
Discomfort  
Drug ineffective  
Drug withdrawal syndrome  
Emotional disorder  
Fear  
Influenza  
Memory impairment  
Nervous system disorder  
4016071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2003 4016071 DIRECT Y OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspepsia VENLAFAXINE S ORAL 25MG  QAM   ORAL  WYETH AYERST
Pruritus EFFEXOR XR C  
Urticaria CLONAZEPAM C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4016389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2003 4016389 DIRECT Y HO,LT 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure acute VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG PO BID  

OLANZAPINE C  
CLONAZEPAM C  
ENALAPRIL C  
V10 C  
LORATADINE C  

4064928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2003 4064928 NON-EXPEDITED Y OT 2003031037 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis NEURONTIN S 3600 MD  
Medication error VENLAFAXINE HYDROCHLORIDE S  
Intentional overdose  

3985060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 3985060 EXPEDITED (15-DAY) Y DE GBWYE231525JUL03 37 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastroenteritis EFFEXOR S ORAL 75 MG 1X PER 1 DAY 23 DAY
Ketoacidosis MIRTAZAPINE (MIRTAZAPINE) S ORAL 15 MG NOCTE 49 DAY
Nausea CLONAZEPAM C  
Vomiting OLANZAPINE (OLANZAPINE) C  
Aspartate aminotransferase RISPERIDONE (RISPERIDONE) C  
Blood alkaline phosphatase  
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Detailed Report
3988196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 3988196 EXPEDITED (15-DAY) Y OT GBWYE236129JUL03 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Drug hypersensitivity  
Fear  
Idiopathic urticaria  
4007689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4007689 EXPEDITED (15-DAY) Y OT HQWYE626810SEP03 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complication of delivery EFFEXOR XR S ORAL SEE IMAGE  
Convulsion neonatal  
Maternal drugs affecting foetus  
Subarachnoid haemorrhage neonatal  
4015764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4015764 DIRECT N OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG   DAILY   ORAL  WYETH AYERST
Influenza like illness TRAZODONE HYDROCHLORIDE C  
Menopause LEXAPRO C  
Chills  
Diarrhoea  
Feeling abnormal  
Flushing  
Headache  
Irritability  
Mood altered  
Pain  
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Detailed Report
4019454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4019454 EXPEDITED (15-DAY) Y HO GBWYE327302OCT03 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR S OVERDOSE 1 DAY
Convulsion SEROQUEL S ORAL OVERDOSE ORAL  
Fall  
Loss of consciousness  
Overdose  
4019463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4019463 EXPEDITED (15-DAY) Y HO,OT FRWYE331606OCT03 89 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR S ORAL 100 MG 1X PER 1 DAY

ORAL
725 DAY

Gait disturbance MIANSERIN HYDROCHLORIDE S ORAL 30 MG 1XD PER 1 DAY
ORAL

360 DAY

Psychomotor skills impaired ZYPREXA C  
4019804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4019804 EXPEDITED (15-DAY) DE M1116-2003 Unknown ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome MIRTAZAPINE S ORAL 30 MG 9 DAY

OLANZAPINE S ORAL 20 MG 10 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG 10 DAY
LORAZEPAM S ORAL 5 MG 10 DAY
SINEMET S ORAL 3 DF  
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Detailed Report
4019835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4019835 EXPEDITED (15-DAY) Y HO,OT FRWYE331706OCT03 78 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S ORAL 9 DAY
Diarrhoea VASTAREL C  
Eye injury ATACAND (CANDESARTAN

CILEXETIL)
C  

Fall LODOZ (BISOPROLOL/
HYDROCHLOROTHIAZIDE)

C  

Hypokalaemia CHONDROSULF (CHONDROITIN
SULFATE SODIUM)

C  

Hyponatraemia EUPHYTOSE (BALLOT EXTRACT/
CRATAEGUS EXTRACT/KOLA/
PASSIFLORA EXTRACT/
PAULLINA CUPANA/VALERIAN
EXTRACT

C  

Malaise OROCAL CITAMIN D (CALCIUM
CARBONATE/ERGOCALCIFEROL)

C  

Vomiting TRIMETAZIDINE
(TRIMETAZIDINE)

C  

GELUPRANE (PARACETAMOL) C  
DEBRIDAT (TRIMEBUTINE
MALEATE)

C  

KETUM (KETYOPROFEN) C  
XANAX C  

4019847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4019847 EXPEDITED (15-DAY) OT GBWYE3247010OCT03 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stillbirth EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  
Maternal drugs affecting foetus  
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Detailed Report
4019854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4019854 EXPEDITED (15-DAY) Y HO,OT FRWYE331506OCT03 59 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 50 MG 3X PER 1 DAY 2 YR
General physical health deterioration  
4019998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4019998 EXPEDITED (15-DAY) Y DE HQWYE157713OCT03 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR S ORAL INTENTIONAL

SUICIDE-UNKNOWN
AMOUNT, ORAL

 

Completed suicide  
Convulsion  
Intentional overdose  
Sinus tachycardia  
Status epilepticus  
Ventricular fibrillation  
4020025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4020025 EXPEDITED (15-DAY) Y DE HQWYE156913OCT03 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction EFFEXOR S ORAL ORAL  

NORTRIPTYLINE
HYDROCHLORIDE

S ORAL ORAL  

PHENELZINE S ORAL ORAL  
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Detailed Report
4020096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4020096 EXPEDITED (15-DAY) Y OT HQWYE995703OCT03 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL UNKNOWN, ORAL  
Hemiparesis AMBIEN S UNKNOWN  
Migraine ATENOLOL S  
Vasospasm CELEBREX S  
Cognitive disorder HYDROCODONE BITARTRATE S  

PROVIGIL S 200 MG 1X PER 1 DAY  
TRILEPTAL S  

4020124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4020124 EXPEDITED (15-DAY) Y HO FRWYE325901OCT03 42 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR S ORAL 50 MG 6X PER 1 DAY

ORAL; SEE IMAGE
2 YR

Dyspnoea VALPROMIDE C  
Hypertension TERICAN (CYAMEMAZINE) C  
Ventricular hypertrophy  
4020189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4020189 EXPEDITED (15-DAY) Y DE HQWYE148910OCT03 53 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide INDERAL S ORAL ORAL  
Intentional overdose TRAZODONE HYDROCHLORIDE S  

VENLAFAXINE HYDROCHLORIDE S  
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4020261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4020261 EXPEDITED (15-DAY) Y DE FRWYE199601JUL03 28 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL SEE IMAGE;  SEVERAL

MONTHS
 

Hypothermia ALCOHOL S ORAL 1 BOTTLE ORAL  
Alcohol use  
Intentional overdose  
4022486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2003 4022486 EXPEDITED (15-DAY) OT FRWYE342410OCT03 67 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal sensation in eye EFFEXOR S ORAL SEE IMAGE ORAL  
Blood pressure increased  
Eye discharge  
Ocular hyperaemia  

3996603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2003 3996603 EXPEDITED (15-DAY) Y OT GBWYE261119AUG03 50 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle contractions involuntary EFFEXOR XR S ORAL 150MG ONCE OR

TWICE DAILY
 

4021265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2003 4021265 EXPEDITED (15-DAY) Y HO,DS GBWYE336408OCT03 54 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S ORAL ONE OR TWO TAKEN

TWICE A DAY; ORAL
24 DAY

Drug ineffective EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;
ORAL

 

Dysthymic disorder  
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4001238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2003 4001238 EXPEDITED (15-DAY) Y OT HQWYE334025AUG03 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Decreased activity XANAX S ORAL SEE IMAGE  
Condition aggravated  
Depression  
Drug interaction  
Feeling abnormal  
Gait disturbance  
Headache  
Hypersomnia  
Imprisonment  
Mental impairment  
Self-medication  
Somnambulism  
4007134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2003 4007134 EXPEDITED (15-DAY) Y DE HQWYE581909SEP03 Unknown ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG 1X PER 1 DAY 9 DAY

SINEMET S ORAL 3 DOSE 1X PER 1 DAY  
ZYPREXA S ORAL 20 MG 1X PER 1 DAY 9 DAY
IDALPREM (LORAZEPAM) C  
REXER (MIRTAZAPINE) C  
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4016100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2003 4016100 EXPEDITED (15-DAY) Y OT GBWYE324701OCT03 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stillbirth EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL  LONG TIME
PREVIOUSLY TO 6
WEEKS GESTATION

 

Depression  
Disease recurrence  
Maternal drugs affecting foetus  
4017081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2003 4017081 DIRECT Y OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL ONE PILL Q AM ORAL  WYETH
Constipation ADVAIR DISKUS C  
Drug withdrawal syndrome  
Tachycardia  
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4022700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2003 4022700 EXPEDITED (15-DAY) Y DS,OT GBWYE318126SEP03 66 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 1 YR
Night sweats CARVEDILOL S ORAL 3.125 MG 2X PER 1

DAY
 

ZOPICLONE C  
ALENDRONATE SODIUM C  
FOSAMAX C  
SPIRONOLACTONE C  
SPIRONOLACTONE C  
PREDNISOLONE C  
FUROSEMIDE C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

OXYCONTIN C  
4022717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2003 4022717 EXPEDITED (15-DAY) Y DE,HO HQWYE050807OCT03 Unknown ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG 1X PER 1 DAY 9 DAY

LORAZEPAM S ORAL 5 MG 1X PER 1 DAY 9 DAY
MIRTAZAPINE S ORAL 30 MG 1X PER 1 DAY 9 DAY
SINEMET S ORAL *3 DF/DAY"  
ZYPREXA S ORAL 20 MG 1X PER 1 DAY 9 DAY
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4023005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2003 4023005 EXPEDITED (15-DAY) Y RI 2003UW12918 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ATENOLOL S  
Hemiparesis PROVIGIL S ORAL 200 MG QD PO  
Migraine EFFEXOR S  
Vasospasm TRILEPTAL S  

CELEBREX S  
AMBIEN S  
HYDROCODONE S  

4023082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2003 4023082 EXPEDITED (15-DAY) Y DS 2003-03182 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident ACETAMINOPHEN

\HYDROCODONE BITARTRATE
S ORAL ORAL  WATSON

Drug interaction PROVIGIL S ORAL 1 TABLET , DAILY,
ORAL

 

Hemiparesis EFFEXOR S ORAL ORAL  
Migraine TRILEPTAL S ORAL ORAL  
Nervous system disorder CELEBREX S ORAL ORAL  
Peroneal nerve palsy AMBIEN S ORAL ORAL  
Vasospasm ATENOLOL (ATENOLOL) S ORAL ORAL  
Cognitive disorder  
4023140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2003 4023140 EXPEDITED (15-DAY) Y OT GBWYE299516SEP03 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR S ORAL 150MG ORAL  
Maternal exposure during pregnancy  
Premature baby  
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4024106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2003 4024106 EXPEDITED (15-DAY) N HO HQWYE142310OCT03 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Dizziness ARTICAINE HYDROCHLORIDE S  
Drug interaction EPINEPHRINE S  
Feeling abnormal UNSPECIFIED INGREDIENT S  
Anaesthetic complication  
Hyperhidrosis  
Loss of consciousness  
Palpitations  
Paraesthesia  
Syncope  
Tremor  
4024123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2003 4024123 EXPEDITED (15-DAY) N OT HQWYE146710OCT03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR S ORAL UNKNOWN, ORAL  

EFFEXOR XR S ORAL UNSPECIFIED, ORAL  
4024550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2003 4024550 EXPEDITED (15-DAY) HO HQWYE326217OCT03 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 750 MG  
Toxicity to various agents MOCLOBEMIDE S  
Serotonin syndrome  
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4024558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2003 4024558 EXPEDITED (15-DAY) HO HQWYE310017OCT03 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Toxicity to various agents MOCLOBEMIDE S 6 GRAMS (OVERDOSE

AMOUNT)
 

Serotonin syndrome  
4024562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2003 4024562 EXPEDITED (15-DAY) HO HQWYE309917OCT03 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Toxicity to various agents MOCLOBEMIDE S  
Serotonin syndrome  

4018956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2003 4018956 DIRECT Y OT 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary incontinence EFFEXOR S 37.5 -> 75 -> 150 ->

DAILY
 

Product quality issue  
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4024396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2003 4024396 EXPEDITED (15-DAY) N HO HQWYE191713OCT03 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure decreased EFFEXOR XR S ORAL 300 MG 1X PER DAY,

ORAL
 

Body temperature decreased PROTONIX S 40 MG 1X PER 1 DAY  
Coma REMERON C  
Disorientation ACCUPRIL C  
Heart rate increased BACLOFEN C  
Incoherent CEPHALEXIN C  
Pupillary reflex impaired GLUCOPHAGE C  
Vision blurred METOCLOPRAMIDE C  

MS CONTIN C  
NEURONTIN C  
OXYCODONE (OXYCODONE) C  
SENNA C  
LANTUS C  
HUMALOG C  

4024678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2003 4024678 EXPEDITED (15-DAY) HO HQWYE206014OCT03 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 150 MG  
Generalised tonic-clonic seizure  
Hyperpyrexia  
Hypertonia  
Respiratory disorder  
Toxicity to various agents  
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4024686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2003 4024686 EXPEDITED (15-DAY) HO HQWYE098509OCT03 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apnoea EFFEXOR XR S ORAL 150 MG ORAL; SEE

IMAGE
 

Drug withdrawal syndrome  
Hyperacusis  
Hyperaesthesia  
Hyperhidrosis  
Vomiting  
4024779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2003 4024779 EXPEDITED (15-DAY) Y HO,OT HQWYE149510OCT03 20 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Drug interaction BEXIN S ORAL 25 MG 1X PER 1 DAY  
Feeling hot NALTREXONE HYDROCHLORIDE S ORAL 100 MG 1X PER 1 DAY  
Vertigo RITALIN S ORAL 60 MG 1X PER 1 DAY  

DOXEPIN HYDROCHLORIDE S ORAL 50 MG 1X PER 1 DAY  
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3881091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2003 3881091 NON-EXPEDITED Y HO NSADSS2002025497 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion REMICADE S INTRAVENOUS 300 MG, 1 IN 1 TIME(S),

IV
 

Influenza like illness PAXIL S  
Thrombophlebitis EFFEXOR S 150 MG, 1 IN 1 DAILY  
Hypertension DARVOCET C  
Laboratory test abnormal ARAVA C  

HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

PLAQUENIL C  
CELEBREX C  
FOLIC ACID C  
ZESTRIL C  
COUMADIN C  
COUMADIN C  
TENORMIN C  
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4006571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2003 4006571 EXPEDITED (15-DAY) N DE 200303974 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents ACETAMINOPHEN S TID-QID  
Injury CALCIUM CARBONATE

\FAMOTIDINE
S ORAL PO  

TYLENOL WITH CODEINE S TID-QID  
KLONOPIN S ORAL 1MG TID PO  
EFFEXOR XR S 300 MG QAM AND 150

MG
 

DONNATAL S ORAL BID PO  
LIDOCAINE VISCOUS S  
ALBUTEROL S 2 INH Q4H PRN  
FUROSEMIDE S 20 MG PRN  
AXID S ORAL 50 MG BID PO  
PREMARIN S ORAL 1.25 MG PO  

4019098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2003 4019098 DIRECT 76 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 85G TWICE A DAY

ORAL
 WYETH AYERST

Hyperhidrosis  
Insomnia  
Nightmare  
Paraesthesia  
Tinnitus  
4019303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2003 4019303 DIRECT N LT 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL 37.5 MG 2 X DAY ORAL  
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4019365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2003 4019365 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR S ORAL 1 PILL ORAL  WYETH
Activities of daily living impaired  
Dizziness  
Drug ineffective  
Headache  
Insomnia  
Irritability  
Tinnitus  
4019387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2003 4019387 DIRECT N DS 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S 75.5 MG/ TWICE A DAY  WYETH
Dizziness  
Nervous system disorder  
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4025049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2003 4025049 EXPEDITED (15-DAY) Y HO KII-2003-0003985 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
White blood cell count increased OXYCONTIN S 80 MG  
Body temperature increased NEURONTIN S 100 MG  
Blood glucose abnormal EFFEXOR S 300 MG  
Cellulitis VICODIN S  
Somnolence VALIUM S 10 MG, TID  
Lethargy TRAZODONE HYDROCHLORIDE S 100 MG, HS  
Body temperature decreased FLEXERIL S 20 MG  
Dyspnoea DICLOFENAC SODIUM S  
Mental status changes TOPAMAX S 75 MG, BID  
Drug screen positive  

4025084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2003 4025084 EXPEDITED (15-DAY) Y HO,OT FRWYE349916OCT03 81 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR S ORAL 0.037 G 2X PER 1 DAY 2927 DAY
Malaise CLONAZEPAM S ORAL SEE IMAGE 21 DAY

ZOLPIDEM TARTRATE C  
DUPHALAC C  
EUPRESSYL (URAPIDIL) C  

4025459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2003 4025459 EXPEDITED (15-DAY) Y HO DEWYE347415OCT03 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sopor VENLAFAXINE HYDROCHLORIDE S  
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4025480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2003 4025480 EXPEDITED (15-DAY) Y OT HQWYE229314OCT03 52 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S ORAL SEE IMAGE ORAL 76 DAY
Convulsion ALCOHOL S ORAL ORAL  

METOPROLOL SUCCINATE C  
UNSPECIFIED INGREDIENT C  
LOXAPINE C  

3992544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 3992544 EXPEDITED (15-DAY) Y OT HQ2220008MAY2002 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Maternal drugs affecting foetus WELLBUTRIN S ORAL 150 MG 2X PER 1 DAY,
ORAL

 

Drug ineffective  
Pre-eclampsia  
Pregnancy  
Premature baby  
4003963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4003963 EXPEDITED (15-DAY) Y HO SEWYE273828AUG03 15 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase increased EFFEXOR S ORAL 112.5 MG 1X PER 1

DAY
23 DAY

Amylase increased DIAZEPAM S  
Hallucination ZOLOFT S  
Petit mal epilepsy  
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4010168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4010168 EXPEDITED (15-DAY) Y HO,LT,OT FRWYE297515SEP03 36 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR S ORAL 1 BLISTER 1 DAY
Disinhibition ALCOHOL S 1 DAY
Hypertonia ACEPROMAZINE MALEATE

\MEPROBAMATE
S ORAL 3 BLISTERS 1 DAY

Intentional overdose TRANXENE T-TAB S 1 DAY
Overdose  
Suicide attempt  
4010176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4010176 EXPEDITED (15-DAY) Y OT HQWYE677812SEP03 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling cold EFFEXOR S ORAL SEE IMAGE  
Mood swings FENTANYL (FENTANYL) C  
Restlessness MORPHINE C  
Hyperhidrosis  
4016364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4016364 EXPEDITED (15-DAY) Y OT HQWYE885726SEP03 35 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY  
Overdose  
4020107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4020107 EXPEDITED (15-DAY) Y HO HQWYE967002OCT03 49 YR Male TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY;

75 MG 1X PER 1 DAY
28 DAY

Electrocardiogram ST segment elevation  
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4022069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4022069 DIRECT N HO,DS 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S  WYETH
Homicidal ideation  
4025570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4025570 EXPEDITED (15-DAY) Y HO,LT 200319226GDDC 56 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction INDAPAMIDE S ORAL 2.5 GM QD PO  
Hypokalaemia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG/DAY PO 8 DAY
Hyponatraemia ZESTRIL S ORAL 20 MG/DAY PO  

TENORMIN S ORAL 50 MG/DAY PO  
ZYLOPRIM C  

4025616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4025616 EXPEDITED (15-DAY) Y HO,LT GBWYE292911SEP03 55 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fracture EFFEXOR XR S ORAL 150; 225; 150 MG 1X

PER 1 DAY
 

Suicide attempt MIRTAZAPINE S ORAL 30 MG 1X PER 1 DAY  
Tooth loss CITALOPRAM C  
Injury MELOXICAM (MELOXICAM) C  
Depression TAMOXIFEN C  
Condition aggravated  
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4026172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4026172 EXPEDITED (15-DAY) Y HO,DS GBWYE353817OCT03 41 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR S ORAL 75 MG 9 DAY
Meningitis HALOPERIDOL C  
Myoglobinuria LITHIUM (LITHIUM) C  
Musculoskeletal stiffness PROCYCLIDINE

HYDROCHLORIDE
C  

Coma scale abnormal CLOPENTHIXOL
HYDROCHLORIDE

C  

ENOXAPARIN SODIUM C  
4026349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4026349 EXPEDITED (15-DAY) Y OT HQWYE881025SEP03 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal sleep-related event EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Aggression  
Nightmare  
Sleep disorder  
4027203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 4027203 EXPEDITED (15-DAY) Y OT KII-2003-0001707 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error OXYCODONE HYDROCHLORIDE S ORAL 5 MG, SEE TEXT,

ORAL
 

Somnolence EFFEXOR S  
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6031104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2003 6031104 EXPEDITED (15-DAY) Y OT A03200302380 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction AMBIEN S  
Fatigue PROVIGIL S ORAL 200 MG QD - ORAL  
Hemiparesis OXCARBAZEPINE S  
Migraine CELEBREX S  
Vasospasm HYDROCODONE S  
Condition aggravated ATENOLOL S  

EFFEXOR S  

3996600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2003 3996600 EXPEDITED (15-DAY) Y HO DEWYE260219AUG03 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotonia neonatal VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG/DAY, ORAL  
Maternal exposure during pregnancy BELOC MITE (MWETOPROLOL

TARTRATE)
C  

Poor sucking reflex DIAZEPAM C  
FERRO SANOL (AMINOACETIC
ACID/FERROUS SULFATE)

C  

4027603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2003 4027603 EXPEDITED (15-DAY) Y DE ZANA001103 48 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ZANAFLEX S  
Overdose ACETAMINOPHEN

\PROPOXYPHENE
S  

VENLAFAXINE S  

Page: 210 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4027609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2003 4027609 EXPEDITED (15-DAY) Y HO,OT KII-2003-0002268 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate decreased OXYCODONE HYDROCHLORIDE S ORAL ORAL  
Road traffic accident FLEXERIL S ORAL ORAL  
Snoring EFFEXOR S ORAL ORAL  
Somnolence PAXIL S ORAL ORAL  
Suicide attempt ZOLOFT S ORAL ORAL  
Substance abuse AMBIEN S ORAL ORAL  
Overdose UNSPECIFIED INGREDIENT S  

UNSPECIFIED INGREDIENT S  
ACETAMINOPHEN
(PARACETAMOL)

S  

4027648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2003 4027648 EXPEDITED (15-DAY) Y OT HQWYE375627AUG03 51 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ear infection EFFEXOR S ORAL 112. 5 MG 1X PER 1

DAY; ORAL
1 YR

Rash pruritic AMOXICILLIN S ORAL DOSE NOT PROVIDED;
ORAL

6 DAY

PANOTILE (FLUDROCORTISONE
ACETATE/LIDOCAINE
HYDROCHLORIDE/NEOMYCIN
SULFATE/POLYMYXIN B
SULFATE)

C  
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4028161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2003 4028161 EXPEDITED (15-DAY) Y HO 2003111995 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state SINEQUAN S ORAL 50 MG, ORAL  
Drug interaction DEXTROMETHORPHAN

HYDROBROMIDE
S ORAL 50 MG, (BID), ORAL  

Vertigo VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG, ORAL  
Temperature intolerance METHYLPHENIDATE

HYDROCHLORIDE
S ORAL 60 MG, ORAL  

NALTREXONE HYDROCHLORIDE S ORAL 100 MG, ORAL  

4022302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2003 4022302 DIRECT N HO,LT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams EFFEXOR XR S ORAL 37.5,75,150 MG ONCE

A DAY ORAL
 

Anxiety  
Depression  
Dyskinesia  
Dysphemia  
Fatigue  
Headache  
Insomnia  
Musculoskeletal stiffness  
Myalgia  
Pain  
Palpitations  
Panic attack  
Paranoia  
Suicidal ideation  
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4028342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2003 4028342 EXPEDITED (15-DAY) Y HO,LT HQWYE375521OCT03 74 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bacteraemia EFFEXOR S ORAL 18.75 MG 2X PER 1

DAY
 

Cardiac arrest LISINOPRIL (LISINOPRIL) C  
Electrocardiogram QT prolonged FUROSEMIDE (FUROSEMIDE) C  
Ventricular tachycardia CARVEDILOL (CARVEDILOL) C  
Ejection fraction decreased CLOPIDOGREL BISULFATE C  
Post procedural complication AMLODIPINE C  
4028456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2003 4028456 EXPEDITED (15-DAY) HO,LT HQWYE281316OCT03 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Corneal erosion EFFEXOR S ORAL UNSPECIFIED; ORAL 18 DAY
Neutrophilia CARBAMAZEPINE S ORAL UNSPECIFIED; ORAL 18 DAY
Blood albumin decreased  
Toxic epidermal necrolysis  

4021299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4021299 EXPEDITED (15-DAY) Y OT GB9385631DEC2002 25 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR S ORAL 37.5 MG, ORAL 311 DAY
Caesarean section  
Failed trial of labour  
Liver function test abnormal  
Maternal exposure during pregnancy  
Pregnancy  

Page: 213 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4022639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4022639 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain VENLAFAXINE HYDROCHLORIDE S ORAL 3X DAY ORAL  
Blood urine DIVALPROEX SODIUM S ORAL 2XDAY ORAL  
Diarrhoea  
Feeling abnormal  
Laboratory test abnormal  
Pyrexia  
Thyroid disorder  
4024240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4024240 EXPEDITED (15-DAY) Y OT HQWYE326917OCT03 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension EFFEXOR XR S ORAL SEE IMAGE  
Blood urine SERZONE C  
Oropharyngeal swelling TOPAMAX C  
Oropharyngeal pain MAXALT C  
Psoriasis XANAX C  
Energy increased  
Pyrexia  
Weight decreased  
West Nile viral infection  
4028652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4028652 EXPEDITED (15-DAY) N HO HQWYE389921OCT03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR S ORAL ORAL  
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4028687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4028687 EXPEDITED (15-DAY) Y OT HQWYE348720OCT03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular extrasystoles EFFEXOR XR S ORAL 250 MG, ORAL  

ANAFRANIL S 250 MG  
4029111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4029111 EXPEDITED (15-DAY) Y OT FRWYE362722OCT03 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic neoplasm EFFEXOR S OROPHARINGEAL 50 MG 3X PER 1 DAY  

NOLVADEX C  
4029179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4029179 EXPEDITED (15-DAY) Y HO FRWYE365723OCT03 43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S ORAL SEE IMAGE, ORAL 6 MTH
Confusional state ALPRAZOLAM (ALPRAZOLAM) C  
Intentional overdose PERICIAZINE (PERICIAZINE) C  
Psychomotor hyperactivity  
4029209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4029209 EXPEDITED (15-DAY) Y OT HQWYE359820OCT03 53 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG 1X PER 1 DAY,

ORAL 1&1/2 YEARS
 

Amylase increased  
Lipase increased  
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4029339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2003 4029339 EXPEDITED (15-DAY) Y OT HQWYE377621OCT03 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus EFFEXOR S ORAL 75 MG 2X PER 1 DAY  
Skin ulcer  

4000571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4000571 EXPEDITED (15-DAY) Y HO,OT HQWYE298922AUG03 75 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adrenal haemorrhage EFFEXOR S ORAL 75 MG 2X PER 1 DAY

ORAL
366 DAY

Confusional state ALPRAZOLAM (ALPRAZOLAM) C  
Malaise  
Nausea  
Pancytopenia  
4020116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4020116 EXPEDITED (15-DAY) Y OT GBWYE328202OCT03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression VENLAFAXINE HYDROCHLORIDE S  
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4020235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4020235 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE956201OCT03 27 YR Male GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR XR S ORAL OVERDOSE AMOUNT -

8400 MG ORAL
1 DAY

Aspartate aminotransferase increased FLUVOXAMINE C  
Blood creatine phosphokinase increased QUETIAPINE (QUETIAPINE) C  
Blood lactate dehydrogenase increased PROPRANOLOL C  
Gamma-glutamyltransferase increased  
Hyperuricaemia  
Intentional overdose  
Metabolic acidosis  
Restlessness  
Sinus tachycardia  
Suicide attempt  
Tonic clonic movements  
4022250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4022250 DIRECT Y HO 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome TRAZODONE HYDROCHLORIDE S PO  
Hypotension VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Dyspnoea ARIPRAZOLE C  
Chest pain HCTZ C  
Amylase increased FUROSEMIDE C  

ASPIRIN C  
4022551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4022551 DIRECT N RI 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  WYETH AYERST
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4028299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4028299 EXPEDITED (15-DAY) Y DE OXYT000106 51 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest ROXICODONE S  
Overdose VENLAFAXINE S  
Death PROMETHAZINE S  
4028950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4028950 EXPEDITED (15-DAY) Y DE OXYT000088 56 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest ROXICODONE S  
Completed suicide CLONAZEPAM S  
Overdose VENLAFAXINE S  
4029440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4029440 EXPEDITED (15-DAY) Y DE OXYT000108 67 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ROXICODONE S  
Overdose VENLAFAXINE S  

ALPRAZOLAM (ALPRAZOLAM) S  
4029550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2003 4029550 EXPEDITED (15-DAY) N OT HQWYE360120OCT03 40 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL ORAL  
Drug withdrawal syndrome  
Hemiplegia  
Limb deformity  
Muscle spasms  
Tongue paralysis  
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4024505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2003 4024505 DIRECT Y DE 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL 150 BID ORAL  WYETH

VENLAFAXINE HYDROCHLORIDE C  
FENTANYL C  
CAFFEINE C  
ETHANOL @ 0.028% C  

4024510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2003 4024510 DIRECT N 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL 39.5 MG 1 A DAY ORAL  
Abdominal discomfort  
Abnormal dreams  
Asthenia  
Chest pain  
Cold sweat  
Discomfort  
Dizziness  
Erythema  
Flushing  
Headache  
Hypoaesthesia  
Irritability  
Nausea  
Paraesthesia oral  
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4025098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2003 4025098 DIRECT Y HO 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PAXIL S  
Suicide attempt EFFEXOR XR S  
4028427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2003 4028427 EXPEDITED (15-DAY) 2003-DE-05237GD 51 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LITHIUM CARBONATE (LITHIUM

CARBONATE)
S ORAL PO  

Overdose VENLAFAXINE HYDROCHLORIDE S ORAL PO  
4031015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2003 4031015 EXPEDITED (15-DAY) DE 2003-DE-05128GD 18 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest METHADONE S ORAL PO  
Completed suicide VENLAFAXINE S ORAL PO  
Overdose  
4031017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2003 4031017 EXPEDITED (15-DAY) DE 2003-DE-05130GD 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest METHADONE S ORAL PO  
Completed suicide VENLAFAXINE S ORAL PO  
Overdose ACETAMINOPHEN\BUTALBITAL

\CAFFEINE
S ORAL PO  
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4031020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2003 4031020 EXPEDITED (15-DAY) DE 2003-DE-05132GD 41 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest METHADONE S  

DIPHENHYDRAMINE S  
VENLAFAXINE S  

4031226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2003 4031226 EXPEDITED (15-DAY) DE 2003-DE-05228GD 53 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest PROPRANOLOL S ORAL PO  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Respiratory arrest TRAZODONE HYDROCHLORIDE S ORAL PO  
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3780583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2003 3780583 EXPEDITED (15-DAY) Y DS HQ1566002APR2002 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Dissociation UNSPECIFIED INGREDIENT S  
Drug interaction VALIUM S ORAL 5 MG 1X PER 1 DAY,

ORAL
 

Feeling abnormal XANAX C  
Chills  
Delayed recovery from anaesthesia  
Heart rate increased  
Hyperhidrosis  
Impaired driving ability  
Impaired work ability  
Nasopharyngitis  
Sedation  
Speech disorder  
Tremor  
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3932877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2003 3932877 EXPEDITED (15-DAY) Y HO,LT GBWYE082002APR03 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pH decreased EFFEXOR S ORAL 275 MG 1X PER 1 DAY

ORAL; 150 MG 1X PER
1 DAY ORAL;
GRADUALLY
REDUCED TO 75 MG
DAILY AT TIME OF
LAB

2 YR

Breech presentation BECLOMETASONE
DIPROPIONATE
(BECLOMETASONE
DIPROPIONATE)

C  

Atrial septal defect  
Caesarean section  
Hypotonia  
Hypotonia neonatal  
Maternal exposure during pregnancy  
Neonatal asphyxia  
4025960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2003 4025960 DIRECT N OT 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAILY ORAL  WYETH
Chills  
Disturbance in attention  
Eye movement disorder  
Irritability  
Sexual dysfunction  
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4031457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2003 4031457 EXPEDITED (15-DAY) Y DE 031023-PM0148-00 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DESOXYN S ORAL PO  

VENLAFAXINE HYDROCHLORIDE S ORAL PO  
ALCOHOL S ORAL PO  

4012217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2003 4012217 EXPEDITED (15-DAY) Y LT 2003GB02580 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse SEROQUEL S ORAL 550 MG DAILY PO;  
Convulsion EFFEXOR S 150 MG BID UNK;  
Loss of consciousness SEROQUEL S OVERDOSE OF 5

WEEKS WORTH OF
MEDICATION

 

Pneumonia EFFEXOR S OVERDOSE OF 5
WEEKS OF
MEDICATION

 

Overdose  
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4027615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2003 4027615 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 1 EACH DAY ORAL  WYETH AYERST
Convulsion  
Depressed mood  
Disturbance in attention  
Dizziness  
Fatigue  
Formication  
Insomnia  
Irritability  
Muscular weakness  
Nausea  
Tremor  
4032709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2003 4032709 EXPEDITED (15-DAY) Y OT HQWYE534827OCT03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR XR S ORAL ORAL; 225 MG

(FREQUENCY
UNSPECIFIED), ORAL;
TAPERED TO 187.5 MG
(FREQUENCY
UNSPECIFIED), ORAL

 

Contusion  
Myalgia  
Myositis  
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4032711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2003 4032711 EXPEDITED (15-DAY) Y OT HQWYE577428OCT03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carcinoid syndrome EFFEXOR S ORAL 500 MG 1X PER 1 DAY,

ORAL
 

Serum serotonin increased  
4032859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2003 4032859 EXPEDITED (15-DAY) Y OT GBWYE375329OCT03 31 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

ORAL
210 DAY

Affect lability  
Drug withdrawal syndrome  
Nausea  
Nervousness  

4033398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2003 4033398 EXPEDITED (15-DAY) N HO,OT HQWYE603928OCT03 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL 225 MG (FREQUENCY

UNKNOWN), ORAL;
300 MG (FREQUENCY
UNKNOWN), ORAL

 

Unevaluable event RISPERDAL C  
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3955076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 3955076 EXPEDITED (15-DAY) Y HO HQWYE345727MAY03 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR S ORAL 75 MG 1 X PER 1 DAY  
Dyspnoea MIRANOVA (ETHYNILESTRADIOL/

LEVONORGESTREL )
C  

Urticaria  
4015420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4015420 EXPEDITED (15-DAY) N OT HQWYE881725SEP03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 150 MG - ORAL

OVER TWO YEARS
 

Drug withdrawal syndrome  
Headache  
Pain  
Post-traumatic stress disorder  
Suicidal ideation  
4023322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4023322 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0382858A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia WELLBUTRIN S ORAL 300MG per day  GLAXOSMITHKLINE

EFFEXOR S ORAL  
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4023783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4023783 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0389628A

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger WELLBUTRIN S ORAL 100MG Twice per day  YR GLAXOSMITHKLINE
Aggression EFFEXOR XR S  
Chest pain  
Flushing  
Insomnia  
Nausea  
Retching  
Stress  
4024047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4024047 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0412617A

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor WELLBUTRIN S ORAL 200MG Twice per day 2 MTH GLAXOSMITHKLINE
Dry mouth EFFEXOR S UNKNOWN  
4025546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4025546 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75MG 3X DAILY ORAL  
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4027746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4027746 EXPEDITED (15-DAY) OT HQWYE278916OCT03 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL SEE IMAGE 5 MTH
Anxiety  
Dizziness  
Drug withdrawal syndrome  
Hallucination  
Paraesthesia  
Tinnitus  
Urticaria  
4033203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4033203 EXPEDITED (15-DAY) Y HO GBWYE378731OCT03 58 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastritis erosive EFFEXOR S ORAL 75MG 25 DAY
Melaena  
Nausea  
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4033240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4033240 EXPEDITED (15-DAY) N DS HQWYE673031OCT03 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Gait disturbance MULTIVITAMINS (ASCORBIC
ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/RETINOL/
RIBOFLAVIN/THI

C  

Activities of daily living impaired  
Dyskinesia  
Loss of consciousness  
Tremor  
4033314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4033314 EXPEDITED (15-DAY) Y DS HQWYE573828OCT03 76 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral ischaemia EFFEXOR S ORAL 75 MG 1 X PER 1 DAY  
Hallucination RALOXIFENE (RALOXIFENE) C  
Carotid arteriosclerosis UNSPECIFIED INGREDIENT C  

ROFECOXIB C  
TICLOPIDINE (TICLOPIDINE) C  

4033324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4033324 EXPEDITED (15-DAY) Y HO,OT HQWYE699115SEP03 64 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL  
Amnesia GLUCOPHAGE C  
Cerebrovascular accident DIOVAN C  
Confusional state LORMETAZEPAM

(LORMETAZEPAM)
C  

RIVOTRIL (CLONAZEPAM) C  
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4033603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2003 4033603 EXPEDITED (15-DAY) Y HO FRWYE373729OCT03 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphadenopathy EFFEXOR S ORAL 50 MG 2X PER 1 DAY

ORAL
38 DAY

Pyrexia AUGMENTIN DUO FORTE S ORAL 2 G 1X PER 1 DAY
ORAL

7 DAY

Toxic skin eruption TEGRETOL XR S ORAL 200 MG 1X PER 1 DAY
ORAL

38 DAY

NOCTAMID (LORMETAZEPAM) C  

4034482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2003 4034482 EXPEDITED (15-DAY) Y RI 2003UW14171 32 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea SEROQUEL S ORAL 125 MG QD PO  
Feeling abnormal EFFEXOR S 93.75 MG  
Hypertension ATIVAN C  
Swollen tongue BENZTROPINE MESYLATE C  
Dysphemia  
Tachycardia  
4034955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2003 4034955 EXPEDITED (15-DAY) N HQWYE534727OCT03 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL UNSPECIFIED ORAL;

"150 MG", ORAL; 450
MG 1X PER 1 DAY,
ORAL

 

Depression  
Drug withdrawal syndrome  
Suicidal ideation  
Suicide attempt  
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4035396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2003 4035396 EXPEDITED (15-DAY) Y OT HQWYE613029OCT03 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR XR S ORAL ORAL;  ORAL;  300 MG

1X PER 1 DAY, ORAL;
225 MG 1X PER 1 DAY,
ORAL

 

Psoriasis PROVIGIL C  
Psoriatic arthropathy  
Sedation  

4003121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2003 4003121 EXPEDITED (15-DAY) Y HO US011417 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Activated partial thromboplastin time PROVIGIL S ORAL 100 MG BID ORAL  
Cerebral atrophy PROVIGIL S ORAL 200 MG BID ORAL  
Convulsion PROVIGIL S ORAL 50 MG QD ORAL  
Drug withdrawal syndrome PROVIGIL S ORAL 200 MG QD ORAL  
Gastrointestinal haemorrhage EFFEXOR S ORAL 200 MG QD ORAL  
International normalised ratio decreased ULTRAM S  
Prothrombin time prolonged LEVOXYL C  
Alcohol withdrawal syndrome PROTONIX C  
Potentiating drug interaction NORCO C  

LASIX C  
ALDACTONE C  
NEURONTIN C  
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4026652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2003 4026652 EXPEDITED (15-DAY) Y HO,OT FRWYE349816OCT03 90 YR Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 2X PER 1 DAY

ORAL
727 DAY

Malaise CORDARONE S ORAL 0.2 G 1X PER 1 DAY
ORAL

2919 DAY

DIGOXIN S ORAL 0.125 MG 1X PER 1
DAY ORAL

2919 DAY

SINEMET S ORAL 1 TABLET 1X PER 1
DAY ORAL

 

FLUINDIONE C  
ZOLPIDEM TARTRATE C  
TRINIPATCH (GLYCERYL
TRINITRATE)

C  

4029108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2003 4029108 DIRECT N 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams EFFEXOR XR S ORAL 150MB DAY ORAL  WYETH
Dizziness  
Drug withdrawal syndrome  
Nasopharyngitis  
Nightmare  
Photopsia  
Snoring  
Visual acuity reduced  
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4030189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2003 4030189 DIRECT N OT 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG ONE PER DAY

ORAL
 WYETH AYERST

Malaise  
4030237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2003 4030237 DIRECT N OT,RI 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR S ORAL 75 MG X 5 ORAL  WYETH
Activities of daily living impaired  
Disturbance in attention  
Dizziness  
Gastrointestinal disorder  
Increased appetite  
Insomnia  
Paraesthesia  
4035271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2003 4035271 EXPEDITED (15-DAY) Y LT,OT GBWYE386305NOV03 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR S ORAL 225MG DAILY ORAL 269 DAY
Urticaria PEPPERMINT (PEPPERMINT OIL) C  

LOESTRIN (ETHINYLESTRADIOL/
NORETHISTERONE ACETATE0

C  
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4035330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2003 4035330 EXPEDITED (15-DAY) Y HO SEWYE386405NOV03 < 1 DAY Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor neonatal EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy  
4035383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2003 4035383 EXPEDITED (15-DAY) Y OT NLWYE381103NOV03 40 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Serotonin syndrome ZYPREXA S 7.5 MG 1X PER 1 DAY  
Blepharospasm  
Suicidal ideation  
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3970141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2003 3970141 EXPEDITED (15-DAY) N OT GB-
GLAXOSMITHKLINE-
B0304126A

56 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia AMOXICILLIN AND CLAVULANATE

POTASSIUM
S 375MG Three times per

day
 GLAXOSMITHKLINE

Serotonin syndrome EFFEXOR S ORAL 37.5MG Twice per day  
Abdominal pain  
Agitation  
Chills  
Cold sweat  
Diarrhoea  
Drug interaction  
Fear  
Hypersensitivity  
Infection  
Tremor  
4012589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2003 4012589 EXPEDITED (15-DAY) Y DE GBWYE305619SEP03 37 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase increased EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
23 DAY

Diabetes mellitus MIRTAZAPINE S ORAL 15 MG 1X PER 1 DAY
ORAL

 

Diabetic ketoacidosis CLONAZEPAM (CLONAZEPAM),
VARIABLE

C  

Blood alkaline phosphatase increased  
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4028548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2003 4028548 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 300 MG DAILY ORAL  WYETH AYERST
Drug withdrawal syndrome  
Nausea  
4030524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2003 4030524 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MGS ONCE DAILY

ORAL
 WYETH

Confusional state  
Malaise  
4030596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2003 4030596 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 CAPSUL 1 TIME A D

ORAL
 WYETH

EFFEXOR XR S ORAL 1 CAPSUL 1 TIMA D
ORAL

 WYETH
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4000921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2003 4000921 EXPEDITED (15-DAY) Y OT DEWYE270927AUG03 31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Burning sensation VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG  
Feeling abnormal VENLAFAXINE HYDROCHLORIDE S ORAL DAILY 18.75 MG  
Hallucination VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG PER DAY  
Hyperhidrosis  
Mental disorder  
Nonspecific reaction  
Vision blurred  
4034258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2003 4034258 EXPEDITED (15-DAY) Y DS GBWYE394510NOV03 58 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR S ORAL 150MG, FREQUENCY

NOT STATED, ORAL
189 DAY

Pain in extremity NAPROXEN (NAPROXEN) C  
Polymyalgia rheumatica DIAZEPAM (DIAZEPAM) C  

ZOPICLONE C  
4036464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2003 4036464 EXPEDITED (15-DAY) Y OT HQWYE840707NOV03 72 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Akathisia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Diabetes insipidus PAXIL S 10 MG 1X PER 1 DAY  
Drug interaction XANAX C  

ALBUTEROL (SALBUTAMOL) C  
PREDNISONE C  
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4036472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2003 4036472 EXPEDITED (15-DAY) Y HO HQWYE843207NOV03 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased EFFEXOR XR S ORAL 300 MG ORAL  
Confusional state PAXIL S 10 MG 1X PER 1 DAY  
Dementia  
Depression  
Diabetes insipidus  
Drug interaction  
Fall  
Head injury  
4036475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2003 4036475 EXPEDITED (15-DAY) Y OT HQWYE792906NOV03 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased  
Heart rate increased  
Tremor  
5955309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2003 5955309 EXPEDITED (15-DAY) Y HO PHNU2003DE03537 29 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis acute CLOZARIL S ORAL up to 300 mg/day  NOVARTIS
Abdominal discomfort AMPHETAMINE S ORAL  
Drug interaction ALCOHOL S ORAL  

AMISULPRIDE S ORAL 200 mg, BID  
VENLAFAXINE HYDROCHLORIDE S 150 mg, BID  
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4029022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2003 4029022 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0312387A

47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatosis AUGMENTIN S ORAL 2G Per day 7 DAY GLAXOSMITHKLINE
Rash erythematous TEGRETOL S ORAL 200MG Per day 38 DAY
Localised oedema EFFEXOR S ORAL 50MG Twice per day 38 DAY
Dysphagia LORMETAZEPAM C UNKNOWN  
Face oedema  
4030481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2003 4030481 DIRECT N DS 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S ORAL 112.5 MG ONCE DAILY

ORAL
 

Drug withdrawal syndrome  
Paraesthesia  
4036512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2003 4036512 EXPEDITED (15-DAY) N OT HQWYE864007NOV03 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR S ORAL ORAL  
Mitral valve replacement  
Supraventricular tachycardia  
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4037085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2003 4037085 EXPEDITED (15-DAY) Y OT HQWYE987812NOV03 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR S ORAL OVERDOSE AMOUNT

1125 MG/DAY ORAL
10 DAY

Delirium OLANZAPINE (OLANZAPINE) C  
Hypersomnia ATIVAN C  
Medication error ATIVAN C  

4034829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2003 4034829 DIRECT N DS 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia EFFEXOR XR S ORAL 1 DAILY ORAL

CAPSULE
 WYETH

Back pain EFFEXOR S ORAL 1 DAILY TABLET, ORAL  
Dumping syndrome  
Feeling abnormal  
Insomnia  
Neck pain  
Nervous system disorder  
Post procedural complication  
Sensory disturbance  
4037053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2003 4037053 EXPEDITED (15-DAY) Y HO HQWYE792806NOV03 56 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
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4037444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2003 4037444 EXPEDITED (15-DAY) Y RI 03P-167-0240392-00 46 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VALPROATE SODIUM S ORAL 1 GM, 1 IN 1 D, PER

ORAL
 

Hypotension VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, 1 IN 1 D, PER
ORAL

 

LAMOTRIGINE S 25 MG, 1 IN 1 D  
4037480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2003 4037480 EXPEDITED (15-DAY) Y HO,LT,OT GBWYE383103NOV03 15 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR S ORAL ORAL 8 DAY
Intentional overdose ADVIL S UNKNOWN UNKNOWN  
Suicide attempt  
4037513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2003 4037513 EXPEDITED (15-DAY) Y HO,OT GBWYE403613NOV03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle rigidity EFFEXOR S ORAL ONE DOSE ONLY

37.5MG ORAL
1 DAY

Respiratory disorder PHENYTOIN SODIUM C  
LAMOTRIGINE (LAMOTRIGINE) C  
CLOBAZAM (CLOBAZAM) C  
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4038090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2003 4038090 EXPEDITED (15-DAY) Y HO HQWYE842807NOV03 68 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed level of consciousness EFFEXOR XR S ORAL SEE IMAGE  
Transient ischaemic attack PRILOSEC C  
Road traffic accident ALLERA (FEXOFENADINE

HYDROCHLORIDE)
C  

Judgement impaired BEXTRA C  
Mental impairment LINSEED (LINSEED) C  
Accommodation disorder  
Convulsive threshold lowered  
4038113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2003 4038113 EXPEDITED (15-DAY) Y DE HQWYE329117OCT03 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urosepsis EFFEXOR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Alcohol interaction DURAGESIC S TRANSDERMAL OVERDOSE AMOUNT
UNKNOWN,
TRANSDERMAL

 

Respiratory depression UNSPECIFIED INGREDIENT S ORAL OVERDOSE AMOUNT
UNKNOWN, ORAL

 

Completed suicide DILAUDID C  
Intentional overdose FLEXERIL C  
Potentiating drug interaction  
Scar  
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3972207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2003 3972207 EXPEDITED (15-DAY) Y HO,DS,LT HQWYE796830JUN03 62 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rheumatic heart disease EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY

ORAL ; TWO TO
THREE YEARS

 

Cardiac valve disease  
4008007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2003 4008007 EXPEDITED (15-DAY) Y DS GBWYE289109SEP03 48 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL SEE IMAGE 202 DAY
Hypertension WARFARIN SODIUM C  
Hemiparesis UNSPECIFIED INGREDIENT C  
Transient ischaemic attack PRAVASTATIN SODIUM C  
Mental disorder  
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4030238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2003 4030238 EXPEDITED (15-DAY) N DE,HO US-
GLAXOSMITHKLINE-
A0379987A

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUPROPION S ORAL  GLAXOSMITHKLINE
Intentional overdose VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Depressed level of consciousness METHYLPHENIDATE

HYDROCHLORIDE
S UNKNOWN  

Hypothermia QUETIAPINE S  
Respiratory depression CLONAZEPAM S  
Cardiovascular disorder TRAZODONE HYDROCHLORIDE S  
Hypotension GABAPENTIN S  
Acidosis LANSOPRAZOLE S  
Convulsion  
Depressed level of consciousness  
4034765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2003 4034765 EXPEDITED (15-DAY) OT HQWYE799706NOV03 42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hemiparesis EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
3 DAY

Hypoaesthesia  
Paraesthesia  
4037929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2003 4037929 EXPEDITED (15-DAY) Y DE 2003-03850 54 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DIAZEPAM S  

VENLAFAXINE S  
INSULIN NOS S  
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4038342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2003 4038342 EXPEDITED (15-DAY) Y OT GBWYE396911NOV03 22 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR XR S ORAL 7 X 150MG   ORAL  
Intentional self-injury SULPIRIDE S ORAL ORAL  
Intentional overdose  
Psychotic disorder due to a general medical
condition

 

4041089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2003 4041089 EXPEDITED (15-DAY) Y DE 2003-03784 22 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death LORAZEPAM S  

ATENOLOL S  
VENLAFAXINE S  

4005355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 4005355 EXPEDITED (15-DAY) Y OT HQWYE436502SEP03 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S ORAL 12.5 MG 2X PER 1

DAY, ORAL
 

Hypertension TRANXENE T-TAB C  
Joint swelling IRON C  
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4011445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 4011445 EXPEDITED (15-DAY) Y HQWYE718116SEP03 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metanephrine urine increased EFFEXOR XR S ORAL 225 MG 1X  PER 1

DAY, ORAL/ 2 TO 3
YEARS

 

Hyperhidrosis TEVETEN C  
Weight increased HYDROCHLOROTHIAZIDE

(HYDROCHLOROTHIAZIDE)
C  

Normetanephrine urine increased NORVASC C  
HYTRIN C  

4030847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 4030847 EXPEDITED (15-DAY) N DE,HO US-
GLAXOSMITHKLINE-
A0383137A

28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUPROPION S ORAL  GLAXOSMITHKLINE
Intentional overdose TRAZODONE HYDROCHLORIDE S UNKNOWN  
Cardio-respiratory arrest VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Apnoea  
Blood pressure decreased  
Coma  
Depressed level of consciousness  
Electroencephalogram abnormal  
Pupil fixed  
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4030958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 4030958 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0432137A

37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Libido decreased WELLBUTRIN S ORAL 2 MTH GLAXOSMITHKLINE
Insomnia EFFEXOR S 225MG Per day 2 MTH
Erectile dysfunction  
Tremor  
4033524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 4033524 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams EFFEXOR XR S ONE DAILY ORALLY  
Confusional state  
Decreased activity  
Dizziness  
Headache  
Impaired work ability  
Insomnia  
Nausea  
Vertigo  
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4036616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 4036616 EXPEDITED (15-DAY) Y LT,OT HQWYE705203NOV03 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction PROPRANOLOL

HYDROCHLORIDE
S  

Alcohol poisoning ALCOHOL S  
Coma EFFEXOR S  
Hypoxia CHLORPROMAZINE S  
Metabolic acidosis OXAZEPAM S  
Refusal of treatment by patient ZOLPIDEM TARTRATE S  
Drug screen positive  
4038620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 4038620 EXPEDITED (15-DAY) N HO HQWYE010112NOV03 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG (FREQUENCY

UNKNOWN)
 

Hypotension  
4038629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 4038629 EXPEDITED (15-DAY) Y HO,OT KII-2003-0005923 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acidosis HYDROCODONE BITARTRATE S  
Blood ethanol increased COCAINE S  
Blood potassium decreased ALCOHOL S  
Coma EFFEXOR S  
Electrocardiogram QT prolonged  
Hypotension  
Overdose  
Vomiting  
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6262249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2003 6262249 EXPEDITED (15-DAY) Y DE 2003-03840 56 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest CLONAZEPAM S  WATSON

OXYCODONE AND
ACETAMINOPHEN

S  WATSON

VENLAFAXINE HYDROCHLORIDE S  

4029547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2003 4029547 EXPEDITED (15-DAY) Y OT HQWYE383721OCT03 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impaired gastric emptying EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

SINTROM C  
OMEPRAZOLE C  

4033048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2003 4033048 DIRECT Y HO,OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute myocardial infarction EFFEXOR XR S ORAL 75 MG : 2 ORALLY X 1

DOSE
 

Anaemia METFORMIN C  
Cardio-respiratory arrest ATENOLOL C  
Syncope ALTACE C  
Electrolyte imbalance  
Metabolic disorder  
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4039005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2003 4039005 EXPEDITED (15-DAY) Y HO,LT GBWYE403413NOV03 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR S ORAL OVERDOSE, AMOUNT

UNKNONW ORAL
 

Convulsion SEROQUEL S ORAL 550 MG 1X PER 1 DAY
ORAL

 

Intentional overdose  
Loss of consciousness  
Pneumonia  
4039110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2003 4039110 EXPEDITED (15-DAY) N DE 031111-PM0198-00 64 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis NEMBUTAL SODIUM S ORAL UNK, UNK; PO  
Circulatory collapse ALCOHOL S UNKNOWN UNK, UNK; UNK  
Completed suicide PHENOBARBITAL S UNKNOWN UNK, UNK; UNK  
Pulmonary oedema VENLAFAXINE S UNKNOWN UNK, UNK; UNK  
Stasis syndrome LORAZEPAM S UNKNOWN UNK, UNK; UNK  
Brain oedema METOCLOPRAMIDE S UNKNOWN UNK, UNK, UNK  
Drug screen positive  
4039181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2003 4039181 EXPEDITED (15-DAY) N OT HQWYE031913NOV03 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Anger  
Panic attack  
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4034524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2003 4034524 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL 1 DAILY ORAL  
Drug withdrawal syndrome  
Feeling abnormal  
Memory impairment  
Nervous system disorder  
4039259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2003 4039259 EXPEDITED (15-DAY) Y DE 2003-04007 41 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest DIPHENHYDRAMINE

HYDROCHLORIDE
S  WATSON

METHADONE HYDROCHLORIDE S  
VENLAFAXINE S  

4039293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2003 4039293 EXPEDITED (15-DAY) Y DE 2003-04112 44 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest DOXEPIN HYDROCHLORIDE S  WATSON

METHADONE HYDROCHLORIDE S  
VENLAFAXINE S  

4039988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2003 4039988 EXPEDITED (15-DAY) Y DE 2003-03975 53 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest PROPRANOLOL

HYDROCHLORIDE
S  

TRAZODONE HYDROCHLORIDE S  
VENLAFAXINE S  
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4040013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2003 4040013 EXPEDITED (15-DAY) Y HO 2003185300TR 33 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Activated partial thromboplastin time prolonged ERYTHROCIN S ORAL ORAL  
Agitation RISPERIDONE S ORAL ORAL  
Alanine aminotransferase increased DIMENHYDRINATE S ORAL ORAL  
Blood creatine phosphokinase increased BIPERIDEN HYDROCHLORIDE S ORAL ORAL  
Blood pressure diastolic decreased ACETAMINOPHEN S ORAL ORAL  
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Toxicity to various agents ALVERINE CITRATE S ORAL ORAL  
Erythema DIMETHICONE S ORAL ORAL  
Heart rate increased  
Loss of consciousness  
Overdose  
Pyrexia  
Respiratory rate increased  
Stupor  
Suicide attempt  
4040051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2003 4040051 EXPEDITED (15-DAY) Y OT 2003113038 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure ZITHROMAX S ORAL 250 MG (DAILY), ORAL  
Pneumonia VENLAFAXINE HYDROCHLORIDE S UNKNOWN

(UNKNOWN)
UNKNOWN
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4007169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4007169 EXPEDITED (15-DAY) Y OT GBWYE286308SEP03 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
5 YR

Infection  
Pyrexia  
Rash  
Rash papular  
Skin lesion  
Stevens-Johnson syndrome  
4040310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4040310 EXPEDITED (15-DAY) N HQWYE092414NOV03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

ORAL
 

Suicidal ideation PROZAC S ORAL 20 MG 1X PER 1 DAY;
ORAL

 

Alcohol use  
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4040346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4040346 EXPEDITED (15-DAY) N OT HQWYE158718NOV03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Depression EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Libido decreased EFFEXOR XR S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

Suicidal ideation WELLBUTRIN C  
SEROQUEL C  
NORCO C  
KLONOPIN C  

4040365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4040365 EXPEDITED (15-DAY) Y DE 2003-03934 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death VERAPAMIL HYDROCHLORIDE S  WATSON

VENLAFAXINE S  
BUPROPION HYDROCHLORIDE S  

4040489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4040489 EXPEDITED (15-DAY) Y DE 03H-163-0241538-00 54 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning deliberate DIAZEPAM S  
Victim of homicide INSULIN NOS S  

VENLAFAXINE HYDROCHLORIDE S  
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4040883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4040883 EXPEDITED (15-DAY) Y HO,OT GBWYE415320NOV03 74 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR S ORAL 37.5MG FREQUENCY

UNSPECIFIED ORAL
4 DAY

4040885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4040885 EXPEDITED (15-DAY) Y OT GBWYE414920NOV03 27 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palmar erythema EFFEXOR S ORAL 75MG FREQUENCY

UNKNOWN ORAL
11 DAY

Pruritus SERTRALINE HYDROCHLORIDE C  
4040888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4040888 EXPEDITED (15-DAY) Y OT GBWYE412319NOV03 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ascites EFFEXOR S  
Hepatitis  
4040908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4040908 EXPEDITED (15-DAY) Y HO,OT HQWYE063313NOV03 Male ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN ORAL
 

Drug withdrawal syndrome CARVEDILOL S  
Intentional overdose  
Suicide attempt  
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4099479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 4099479 EXPEDITED (15-DAY) Y DE 2003-04009 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest FIORICET S  WATSON

METHADONE HYDROCHLORIDE S  
VENLAFAXINE HYDROCHLORIDE S  

5709718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 5709718 EXPEDITED (15-DAY) Y DE 03P-163-0241040-00 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ISOPTIN S  

VENLAFAXINE HYDROCHLORIDE S  
BUPROPION S  

6122170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2003 6122170 EXPEDITED (15-DAY) Y DE 2003-03969 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest PROPOXYPHENE

HYDROCHLORIDE AND
ACETAMINOPHEN

S  WATSON

VENLAFAXINE HYDROCHLORIDE S  

4041675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2003 4041675 EXPEDITED (15-DAY) N DS HQWYE146817NOV03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
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4041801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2003 4041801 EXPEDITED (15-DAY) Y OT HQWYE244924NOV03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage EFFEXOR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

STRATTERA C  
RISPERIDONE (RISPERIDONE) C  

4048201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2003 4048201 EXPEDITED (15-DAY) Y OT M2003.6035/CATIE
1-0494

40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood cholesterol increased EFFEXOR S  
Blood triglycerides increased DOUBLE BLINDED TREATMENT

(CODE NOT BROKEN) UNK MFR.
C  

4011238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2003 4011238 EXPEDITED (15-DAY) Y HO HQWYE730717SEP03 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral atrophy EFFEXOR S ORAL 200 MG 1X PER 1 DAY,

ORAL
 

Convulsion PROVIGIL S ORAL SEE IMAGE  
Drug interaction ULTRAM S ORAL ORAL  
Drug withdrawal syndrome LEVOXYL C  
Gastrointestinal haemorrhage PROTONIX C  
Haematocrit decreased NORCO C  
Haemoglobin decreased LASIX C  

ALDACTONE C  
NEURONTIN C  
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4041599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2003 4041599 EXPEDITED (15-DAY) Y DE 2003-04032 51 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest PROMETHAZINE S  WATSON

OXYCODONE AND
ACETAMINOPHEN

S  WATSON

VENLAFAXINE S  
4041653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2003 4041653 EXPEDITED (15-DAY) Y DE 2003-04205 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest NORTRIPTYLINE

HYDROCHLORIDE
S  WATSON

VENLAFAXINE S  
PHENELZINE S  

4042157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2003 4042157 EXPEDITED (15-DAY) N OT HQWYE191919NOV03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams EFFEXOR XR S ORAL ORAL; TAPERED OFF,

ORAL
 

Crying  
Depression  
Disturbance in attention  
Drug withdrawal syndrome  
Motion sickness  
Paraesthesia  
Restlessness  
Suicidal ideation  
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4042184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2003 4042184 EXPEDITED (15-DAY) Y HO,OT GBWYE421424NOV03 83 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S ORAL 37.5MG, FREQUENCY

NOT STATED
23 DAY

Hyponatraemia CEPHALEXIN C  
Urinary tract infection PRIMIDONE C  

PHENYTOIN C  
VALPROATE SODIUM
(VALPROATE SODIUM)

C  

ASPIRIN (ACETYLSALICYLIC
ACID)

C  

4042327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2003 4042327 EXPEDITED (15-DAY) Y DE 2003-04097 36 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest TRAZODONE HYDROCHLORIDE S  WATSON

DOXEPIN HYDROCHLORIDE S  WATSON
VENLAFAXINE HYDROCHLORIDE S  

4038805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2003 4038805 DIRECT N HO,LT,RI 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR S 75 MG -PILL

SWALLOWED
 WYETH

Depressed level of consciousness SONATA C  
Condition aggravated  
Insomnia  
Intentional overdose  
Overdose  
Self injurious behaviour  
Suicide attempt  
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4039269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2003 4039269 DIRECT Y DE,RI 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Areflexia EFFEXOR XR S 75 MG QD  
Dyskinesia CARDIZEM C  

PREVACID C  
ALLEGRA C  
ULTRAM C  
MONOPRIL C  
ORTHOPRETEST C  
HCTZ C  
AMBIEN C  

4042426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2003 4042426 EXPEDITED (15-DAY) Y OT GBWYE418424NOV03 35 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Influenza like illness  
4042478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2003 4042478 EXPEDITED (15-DAY) N LT HQWYE248024NOV03 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL "37.5 MG AND 75 MG",

ORAL
 

Fibromyalgia  
Headache  
Muscle spasms  
Muscle twitching  
Pain in extremity  
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4042734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2003 4042734 EXPEDITED (15-DAY) Y OT GBWYE416520NOV03 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colitis microscopic EFFEXOR XR S  
4047208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2003 4047208 EXPEDITED (15-DAY) Y DE USA-2003-0010934 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute myocardial infarction OXYCODONE HYDROCHLORIDE S  
Coronary artery stenosis HYDROCODONE BITARTRATE S  
Pneumonia HYDROMORPHONE

HYDROCHLORIDE
S  

Congestive cardiomyopathy VENLAFAXINE S  
ALPRAZOLAM (ALPRAZOLAM) S  
ACETAMINOPHEN
(PARACETAMOL)

S  

3939674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 3939674 EXPEDITED (15-DAY) OT HQWYE698316APR03 34 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dementia EFFEXOR XR S ORAL 75.5 MG 1X PER 1

DAY;37.5 MG 1X PER 1
DAY

 

Eyelid function disorder  
Muscle twitching  
Paraesthesia  
Trigeminal neuralgia  
Vision blurred  
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4006375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4006375 EXPEDITED (15-DAY) Y HO HQWYE510105SEP03 50 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukaemia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

4040026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4040026 DIRECT Y LT 73 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea VENLAFAXINE HYDROCHLORIDE S ORAL 25 MG QD ORAL  
Hyperhidrosis  
4040400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4040400 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Madarosis EFFEXOR XR S 1 TAB PER DAY  WYETH

NEXIUM C  
4040769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4040769 DIRECT N HO 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 37.5 MG 1 PER DAY

ORAL
 WYETH

Abnormal behaviour  
Agitation  
Confusional state  
Dizziness  
Hypersomnia  
Irritability  
Mental impairment  
Overdose  
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4043229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4043229 EXPEDITED (15-DAY) N DS,OT HQWYE247824NOV03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL GRADUALLY CAME

DOWN FROM 750MG
TO 37.5 MG JUST A
FEW DAYS AGO, ORAL

 

Activities of daily living impaired  
Disturbance in attention  
Drug dependence  
Drug withdrawal syndrome  
4043341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4043341 EXPEDITED (15-DAY) HO,OT DEWYE425426NOV03 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 375 MG 1X PER 1 DAY 31 DAY
Fatigue EDRONAX S ORAL 4-10 MG DAILY;8 MG

1X PER 1 DAY
1 DAY

Sleep disorder REMERGIL (MIRTAZAPINE) C  
LORAZEPAM C  
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4043361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4043361 EXPEDITED (15-DAY) HO,OT DEWYE425226NOV03 78 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 4 DAY
Drug interaction CARBAMAZEPINE S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Urinary retention ASPIRIN C  
PREDNISONE C  
AMITRIPTYLINE
HYDROCHLORIDE

C  

DYTIDE H
(HYDROCHLOROTHIAZIDE/
TRIAMTERENE)

C  

REMERGIL (MIRTAZAPINE) C  
4043379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4043379 EXPEDITED (15-DAY) OT DEWYE424826NOV03 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL; SEE IMAGE
 

Tremor ZYBAN S ORAL 150 MG 1X PER 1 DAY
ORAL; SEE IMAGE

 

ZOPICLONE C  
4043455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4043455 EXPEDITED (15-DAY) N OT HQWYE244724NOV03 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S ORAL 300MG ORAL  
Drug withdrawal syndrome  
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4043532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2003 4043532 EXPEDITED (15-DAY) HO,OT DEWYE425626NOV03 78 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL; SEE IMAGE
9 DAY

Fall ASPIRIN C  
Urinary retention PREDNISONE C  
Laceration AMITRIPTYLINE

HYDROCHLORIDE
C  

4043383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2003 4043383 EXPEDITED (15-DAY) HO,OT DEWYE424626NOV03 60 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
8 DAY

Incontinence SEROQUEL S ORAL 200 MG 1X PER 1 DAY
ORAL

 

INSIDON (OPIPRAMOL
HYDROCHLORIDE)

C  
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Detailed Report
4043468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2003 4043468 EXPEDITED (15-DAY) Y HO,OT HQWYE264325NOV03 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL "FIFTY 75 MG OF

EFFEXOR
XR" (OVERDOSE
AMOUNT), ORAL

 

Decreased appetite ALCOHOL (ETHANOL) S ORAL "375 ML OF
ALCOHOL" (OVERDOS
E AMOUNT), ORAL

 

Condition aggravated ZOLOFT S ORAL "TWENTY ZOLOFT 100
MG
TABLETS" (OVERDOS
E AMOUNT), ORAL

 

Intentional self-injury AMITRIPTYLINE
HYDROCHLORIDE

C  

Intentional overdose RISPERIDONE (RISPERIDONE) C  
Suicidal ideation TOPAMAX C  
Alcohol use  
Muscle tightness  
Sleep disorder  
Suicide attempt  
Tachycardia  
Tremor  
4044513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2003 4044513 EXPEDITED (15-DAY) Y DS NLWYE399512NOV03 29 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Iridocyclitis EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Cataract ACTONEL C  
CACIT (CALCIUM CARBONATE/
CITRIC ACID)

C  

ETALPHA (ALFACALCIDOL) C  
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5957191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2003 5957191 NON-EXPEDITED N OT 2003035203 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo GEODON S ORAL 20 MG (BID), ORAL  
Hallucination, visual VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Abnormal dreams  
Agitation  
Confusional state  
Convulsion  
Depressed level of consciousness  
Dizziness  
Drug hypersensitivity  
Drug interaction  
Dry mouth  
Dry throat  
Dysgeusia  
Feeling abnormal  
Feeling cold  
Headache  
Hyperhidrosis  
Hypoaesthesia  
Insomnia  
Judgement impaired  
Loss of consciousness  
Memory impairment  
Migraine  
Motor dysfunction  
Nausea  
Pain  
Pain in extremity  
Palpitations  
Panic reaction  
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Detailed Report
5957191
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy  
Sensation of foreign body  
Somnolence  
Tremor  
Visual impairment  

4036468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2003 4036468 EXPEDITED (15-DAY) N OT HQWYE694003NOV03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Activities of daily living impaired  
Emotional distress  
Loss of employment  
Medication error  
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4044444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2003 4044444 EXPEDITED (15-DAY) Y OT HQWYE845723SEP03 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agoraphobia EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Blood cholesterol increased FOSAMAX C  
Cardiac disorder ALCOHOL C  
Arrhythmia  
Chills  
Condition aggravated  
Disturbance in attention  
Dizziness  
Dyspepsia  
Ear pain  
Fatigue  
Feeling abnormal  
Headache  
Hypoaesthesia  
Insomnia  
Labyrinthitis  
Low density lipoprotein increased  
Nausea  
Nervous system disorder  
Palpitations  
Panic attack  
Paraesthesia  
Peripheral coldness  
Tinnitus  
Ventricular extrasystoles  
Vision blurred  
Vitreous detachment  
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4044737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2003 4044737 EXPEDITED (15-DAY) Y OT GBWYE434328NOV03 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S 4 WEEK

OLANZAPINE (OLANZAPINE) C  
4044815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2003 4044815 EXPEDITED (15-DAY) Y HQWYE311526NOV03 Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholestasis EFFEXOR XR S ORAL 75 MG CAPSULE  
Hepatitis  
4044837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2003 4044837 EXPEDITED (15-DAY) Y HO DEWYE424726NOV03 36 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 42 DAY
Hypertension LORZAAR (LOSARTAN

POTASSIUM)
C  

INSULIN NOS C  
4045303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2003 4045303 EXPEDITED (15-DAY) Y HO HQWYE311226NOV03 83 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  ORAL  
Hyponatraemia CIPRALEX S ORAL 2O MG 1X PER 1 DAY  
Urinary tract infection TRILEPTAL S SEE IMAGE 5 DAY
White blood cell count increased SEROQUEL C  
Bipolar disorder MEMANTINE HYDROCHLORIDE C  
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4045354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2003 4045354 EXPEDITED (15-DAY) Y HO,OT HQWYE319301DEC03 71 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cough EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Drug interaction AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 50 MG 1X PER 1 DAY
ORAL

 

Serotonin syndrome ATORVASTATIN CALCIUM C  
Hyperhidrosis LIPITOR C  
Pyrexia  
4099486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2003 4099486 EXPEDITED (15-DAY) Y DE USA-2003-0010992 73 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aortic arteriosclerosis OXYCODONE HYDROCHLORIDE S 80 MG;  40 MG  
Arteriosclerosis HYDROCODONE BITARTRATE S  
Cardiomegaly DIAZEPAM S  
Cerebral arteriosclerosis DIPHENHYDRAMINE S  
Toxicity to various agents VENLAFAXINE HYDROCHLORIDE S  
Emphysema ACETAMINOPHEN S  
Hepatic steatosis TEMAZEPAM S 30 MG,  
Accidental overdose  
Coma  
Congestive cardiomyopathy  
Myocardial fibrosis  
Nephrosclerosis  
Pulmonary congestion  
Pulmonary oedema  
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Detailed Report
4044396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2003 4044396 EXPEDITED (15-DAY) Y DE,OT 2003120453 45 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction SILDENAFIL S ORAL ORAL  
Arrhythmia VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

VALPROIC ACID S ORAL ORAL  
4045126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2003 4045126 EXPEDITED (15-DAY) Y DS HQWYE346020OCT03 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S ORAL SEE IMAGE  
Panic attack ALPRAZOLAM (ALPRAZOLAM) C  
Adverse event  
Feeling abnormal  
Sexual dysfunction  
4045228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2003 4045228 EXPEDITED (15-DAY) Y OT HQWYE298926NOV03 28 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast haemorrhage EFFEXOR XR S ORAL SEE IMAGE  
Epistaxis CLONAZEPAM C  
Gingival bleeding SEROQUEL C  
Rectal haemorrhage  
4045230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2003 4045230 EXPEDITED (15-DAY) Y OT HQWYE319101DEC03 40 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 75 MG ORAL 1 DAY
Pruritus  
Rash erythematous  
Swelling face  
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4003592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4003592 EXPEDITED (15-DAY) Y OT THQ2003A01210 44 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance LANSOPRAZOLE S ORAL 75 MG; PER ORAL 18 MTH
Osteoporosis EFFEXOR S ORAL PER ORAL 18 MTH
4017173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4017173 EXPEDITED (15-DAY) Y HO 03P-163-0235135-00 35 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Type 1 diabetes mellitus DEPAKENE S 1500 MG, 1 IN1 D  
Ketoacidosis OLANZAPINE S ORAL 5 MG, AT BEDTIME,

PER ORAL
 

Weight increased VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, 1 IN 1 D, PER
ORAL

 

4035388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4035388 EXPEDITED (15-DAY) Y HO HQWYE789906NOV03 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Status epilepticus EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY  
4042564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4042564 DIRECT OT 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S ORAL EFFEXOR XR 450 MG/

DAY ORAL
 WYETH
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Detailed Report
4045516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4045516 EXPEDITED (15-DAY) Y HO,OT HQWYE316801DEC03 < 1 DAY Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR S ORAL 300 MG 1X PER 1 DAY  
Maternal exposure during pregnancy  
Neonatal disorder  
Opisthotonus  
4045551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4045551 EXPEDITED (15-DAY) Y HO HQWYE333001DEC03 85 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chorea EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Convulsion MIRTAZAPINE S ORAL 60 MG  
Aphasia SEROQUEL S ORAL 150 MG 1X PER 1 DAY  
Orthostatic hypotension  
Syncope  
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4045876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4045876 EXPEDITED (15-DAY) Y HO HQWYE843007NOV03 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL OVERDOSE AMOUNT,

UNKNOWN; ORAL
 

Drug withdrawal syndrome ATENOLOL S OVERDOSE AMOUNT
UNKNOWN

 

Loss of consciousness BACTRIM S OVERDOSE AMOUNT
UNKNOWN

 

Intentional overdose BENZONATATE S OVERDOSE AMOUNT
UNKNOWN

 

Suicide attempt FLAVOXATE HYDROCHLORIDE S OVERDOSE AMOUNT
UNKNOWN

 

INDOCIN S OVERDOSE AMOUNT
UNKNOWN

 

LEXAPRO S OVERDOSE AMOUNT
UNKNOWN

 

MINOCYCLINE HYDROCHLORIDE S OVERDOSE AMOUNT
UNKNOWN

 

NAPROXEN S OVERDOSE AMOUNT
UNKNOWN

 

WELLBUTRIN S OVERDOSE AMOUNT
UNKNOWN

 

4046038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4046038 EXPEDITED (15-DAY) Y OT HQWYE316601DEC03 53 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL ORAL  
Therapeutic response decreased GLEEVEC S 600 MG 1XPER 1 DAY,  
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Detailed Report
4046789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4046789 EXPEDITED (15-DAY) N OT HQWYE356702DEC03 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome REMERON C  
Feeling abnormal CLONAZEPAM C  
Panic attack  
Suicidal ideation  
4046798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4046798 EXPEDITED (15-DAY) Y OT HQ5531626NOV2002 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL SEE IMAGE  
Maternal drugs affecting foetus  
Pregnancy  
4046862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2003 4046862 EXPEDITED (15-DAY) Y HO HQWYE340401DEC03 50 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Folliculitis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Acute generalised exanthematous pustulosis INDOMETHACIN S  
ROXITHROMYCIN S ORAL 300 MG 1X PER 1 DAY

ORAL
 

ZYLOPRIM C  
MULTIVITAMINS W/ MINERALS
(MINERALS NOS/VITAMINS NOS)

C  
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3945370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 3945370 EXPEDITED (15-DAY) Y HO GBWYE036925FEB03 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain lower EFFEXOR S ORAL SEE IMAGE 20 DAY
Abortion threatened  
Maternal exposure during pregnancy  
4010339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4010339 EXPEDITED (15-DAY) Y DE,HO,LT HQWYE570108SEP03 45 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY 14 DAY
Coma EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Brain death  
Depression  
Impaired work ability  
Ruptured cerebral aneurysm  
4010531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4010531 EXPEDITED (15-DAY) Y HO,OT SEWYE302818SEP03 22 YR Male FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural haemorrhage EFFEXOR S ORAL SEE IMAGE  

PANACOD (CODEINE
PHOSPHATE/PARACETAMOL)

C  

MOBIC C  
4028349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4028349 EXPEDITED (15-DAY) Y OT HQWYE360820OCT03 45 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR XR S ORAL SEE IMAGE  
Intentional overdose EDRONAX C  
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Detailed Report
4046838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4046838 EXPEDITED (15-DAY) N OT HQWYE384803DEC03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Legal problem  
Medication error  
Personality change  
Psychotic disorder  
4046971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4046971 EXPEDITED (15-DAY) Y HO,LT SEWYE441502DEC03 18 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL 300 MG 1X PER 1 DAY 331 DAY
Intentional self-injury RISPERDAL C  
Suicidal ideation TRUXAL (CHLORPROTHIXENE

HYDROCHLORIDE)
C  

ACETAMINOPHEN C  
IMOVANE (ZOPICLONE) C  
PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

C  

DOMNAMID (ESTAZOLAM) C  
RIVOTRIL (CLONZEPAM) C  
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Detailed Report
4046994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4046994 EXPEDITED (15-DAY) Y OT GBWYE446404DEC03 62 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1 DAY
Dyspnoea LANSOPRAZOLE

(LANSOPRAZOLE)
C  

Pyrexia CO-PROXAMOL
(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

Swelling face  
Swollen tongue  
Vomiting  
4047067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4047067 EXPEDITED (15-DAY) Y HO,OT HQWYE053017JUL03 34 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY 45 DAY
Nausea EFFEXOR XR S ORAL 75 MG  
Premature baby ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Maternal exposure during pregnancy  
Premature rupture of membranes  
4047102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4047102 EXPEDITED (15-DAY) Y DE,LT FRWYE436701DEC03 91 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Partial seizures EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 5 DAY
Electroencephalogram abnormal  
Status epilepticus  
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4047108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4047108 EXPEDITED (15-DAY) Y OT GBWYE447704DEC03 48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphagia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Anxiety  
Oropharyngeal swelling  
4047120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4047120 EXPEDITED (15-DAY) Y HO,LT,OT DEWYE427526NOV03 65 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood calcium increased VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG/DAY  
Blood potassium increased  
Condition aggravated  
Dermatitis allergic  
Renal failure  
Renal failure chronic  
4047140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 4047140 EXPEDITED (15-DAY) Y HO GBWYE450208DEC03 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S ORAL 75 MG, ORAL 5 DAY
Convulsion MOCLOBEMIDE (MOCLOBEMIDE) C  
Feeling abnormal  
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7340980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2003 7340980 EXPEDITED (15-DAY) Y OT NLWYE368924OCT03 61 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 15 DAY
Hypertension EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY 615 DAY
Insomnia REMERON S ORAL 15 MG 1X PER 1DAY  
Tinnitus DIAZEPAM C  

UNSPECIFIED INGREDIENT C  
CIMETIDINE C  

4043440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2003 4043440 DIRECT Y RI 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood cholesterol increased VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG DAILY ORAL  WYETH

RISPERDAL C  
LO/OVRAL C  
ATIVAN C  

4047249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2003 4047249 EXPEDITED (15-DAY) Y OT HQWYE507910DEC03 70 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1 DAY

ORAL
2 DAY

Feeling abnormal XANAX C  
Hypoaesthesia ESTAZOLAM C  
Pain in extremity AMLODIPINE C  
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4048472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2003 4048472 EXPEDITED (15-DAY) Y DE 2003AP04361 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide QUETIAPINE S  

VENLAFAXINE HYDROCHLORIDE S  
4048658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2003 4048658 EXPEDITED (15-DAY) N HO US-
JNJFOC-20031201312

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain DURAGESIC S TRANSDERMAL SEE IMAGE  
Blood pressure increased EFFEXOR S ORAL ORAL  
Diarrhoea  
Drug interaction  
Drug withdrawal syndrome  
Dyspnoea  
Feeling abnormal  
Palpitations  
Panic attack  

4048551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2003 4048551 EXPEDITED (15-DAY) Y DS HQWYE514024OCT03 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Social avoidant behaviour KLONOPIN C  
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4048627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2003 4048627 EXPEDITED (15-DAY) Y HO HQWYE440504DEC03 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
12 DAY

Drug interaction DISULFIRAM S UNKNOWN 6 WEEK
Hypertensive crisis RISPERIDONE (RISPERIDONE) C  
Hypertensive encephalopathy QUETIAPINE (QUETIAPINE) C  
Hypoaesthesia  
Retinal exudates  
4049151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2003 4049151 EXPEDITED (15-DAY) OT HQWYE459408DEC03 58 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose increased EFFEXOR XR S ORAL SEE IMAGE ORAL  
Drug interaction INSULIN NOS S 45 YR
Weight decreased LIPEXC (SIMVASTATIN) C  

RAMIPRIL C  

4035821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4035821 EXPEDITED (15-DAY) Y OT FRWYE393707NOV03 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Otosclerosis EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
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4043644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4043644 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0316882A

47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Febrile bone marrow aplasia ZOPHREN S INTRAVENOUS 8MG Per day 5 DAY GLAXOSMITHKLINE
Septic shock PRIMPERAN S INTRAVENOUS 2UNIT Per day  GLAXOSMITHKLINE
Streptococcal infection ACETAMINOPHEN AND CODEINE S ORAL 3UNIT Per day 12 DAY
Small intestinal obstruction EFFEXOR S ORAL 2UNIT Per day  
Escherichia infection VINCRISTINE SULFATE S INTRAVENOUS 2MG Cyclic  
Blood culture positive METOPIMAZINE S ORAL 15MG Per day 5 DAY
Pneumocystis jirovecii infection MESNA C  

ENDOXAN C  
CYTARABINE C  
METHOTREXATE C  
DOXORUBICIN HYDROCHLORIDE C  
PREDNISONE C  

4044656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4044656 EXPEDITED (15-DAY) Y OT HQWYE247924NOV03 30 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Dysgeusia REMERON C  
Loss of consciousness METHADONE (METHADONE) C  
Premature ejaculation TRUXAL (CHLORPROTHIXENE

HYDROCHLORIDE)
C  
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4054866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4054866 EXPEDITED (15-DAY) Y DS HQWYE946811NOV03 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  

ESKALITH C  
ATIVAN C  
SYNTHROID C  

4077441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4077441 NON-EXPEDITED Y DE USA-2003-0007271 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  
Overdose VENLAFAXINE HYDROCHLORIDE S  
4099495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4099495 NON-EXPEDITED Y DE USA-2003-0009833 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S MG  
Overdose ALCOHOL S L  

PHENYTOIN S MG  
VENLAFAXINE HYDROCHLORIDE S MG  

4099498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4099498 NON-EXPEDITED Y DE USA-2003-0010283 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  
Overdose VENLAFAXINE HYDROCHLORIDE S  

PROMETHAZINE S  
DIAZEPAM S  
ALCOHOL S  
LIQUID PETROLEUM S  
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4099503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4099503 NON-EXPEDITED Y DE USA-2003-0007037 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCODONE HYDROCHLORIDE S  
Accidental overdose HYDROCODONE BITARTRATE S  

ALCOHOL S  
CAFFEINE S  
MIRTAZAPINE S  
OLANZAPINE S  
VALPROIC ACID S  
VENLAFAXINE HYDROCHLORIDE S  
PROPOXYPHENE
HYDROCHLORIDE

S  

4099505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4099505 NON-EXPEDITED Y DE USA-2003-0007160 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose OXYCODONE HYDROCHLORIDE S  

HYDROMORPHONE
HYDROCHLORIDE

S  

VENLAFAXINE HYDROCHLORIDE S  
OLANZAPINE S  
ALCOHOL S  
NICOTINE S  
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4099506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4099506 NON-EXPEDITED Y DE USA-2003-0007153 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose OXYCODONE HYDROCHLORIDE S UNK MG  
Overdose ACETAMINOPHEN S  

VENLAFAXINE HYDROCHLORIDE S  
ALCOHOL S  
UNSPECIFIED INGREDIENT C  

4099508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4099508 NON-EXPEDITED Y DE 2015277 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCODONE HYDROCHLORIDE S ORAL MG, ORAL  

METHADONE HYDROCHLORIDE S  
VENLAFAXINE HYDROCHLORIDE S  
AMITRIPTYLINE S  
TRAZODONE HYDROCHLORIDE S  

4099509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4099509 NON-EXPEDITED Y DE,OT 2015247 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S MG  

VENLAFAXINE HYDROCHLORIDE S MG  
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4099510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 4099510 NON-EXPEDITED Y DE 2015297 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  

PHENOBARBITAL S  
VENLAFAXINE HYDROCHLORIDE S  
DOXEPIN HYDROCHLORIDE S  
MEPROBAMATE S  
DIAZEPAM S  
CHLORDIAZEPOXIDE S  

6029980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 6029980 NON-EXPEDITED Y DE 2015468 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  

TRAZODONE HYDROCHLORIDE S  
VENLAFAXINE S  
CAFFEINE S  
THEOBROMINE S  

6638845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2003 6638845 NON-EXPEDITED Y OT USA-2003-0006273 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser OXYCONTIN S 10 MG, Q4H  
Abnormal behaviour EFFEXOR S  
Amnesia  
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4030320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2003 4030320 EXPEDITED (15-DAY) N HO HQWYE380021OCT03 87 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL SEE IMAGE  
Aphasia ULTRAM S "EVERY DAY"  
Dyspnoea TYLENOL (PARACETAMOL) C  
Dystonia VICODIN C  
Lung disorder TOPROL XL C  
Posture abnormal PREDNISONE C  

GLUCOTROL XL C  
ACIPHEX C  
SODIUM BICARBONATE C  
COZAAR C  
ACETYLSALICYLIC ACID C  
LOTREL (AMLODIPINE/
BENAZEPRIL HYDROCHLORIDE)

C  

BENADRYL C  
VITAMIN B COMPLEX (CALCIUM
PANTOTHENATE/
NICOTANAMIDE/PYRIDOXINE
HYDROCHLORIDE/RIBOFLAVIN/
THIAMIN HYD

C  

VITAMIN C C  
VITAMIN E C  
UNSPECIFIED INGREDIENT C  
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4050006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2003 4050006 EXPEDITED (15-DAY) Y HO FRWYE321629SEP03 59 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR S ORAL  MTH
Hypokalaemia LASILIX (FUROSEMIDE) S  
Renal tubular disorder LEVOTHYROXINE SODIUM C  
Sjogren's syndrome PREDNISONE C  

TAREG (VALSARTAN) C  
FOSAMAX C  
LAMALINE (BELLADONNA
EXTRACT/CAFFEINE/OPIUM
TINCTURE/PARACETAMOL)

C  

4051868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2003 4051868 EXPEDITED (15-DAY) Y HO DSA_23670_2003 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis LORAZEPAM S 3 MG Q DAY  

VALPROIC ACID S ORAL 900 MG Q DAY PO  
VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG Q DAY PO  
SEROQUEL S  
TAVOR C  
PLANUM C  
JODID C  
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6970347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2003 6970347 EXPEDITED (15-DAY) Y HO,OT FRWYE458812DEC03 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Small intestinal obstruction EFFEXOR S ORAL 2 DOSE 1X PER 1 DAY  

ACETAMINOPHEN AND CODEINE
PHOSPHATE

S ORAL 3 DOSE 1X PER 1 DAY 12 DAY

PRIMPERAN S INTRAVENOUS 2 DOSE 1X PER 1 DAY  
VINCRISTINE SULFATE S INTRAVENOUS 2 MG 1X PER 1 CYC  
METOPIMAZINE S ORAL 15 MG 1X PER 1 DAY 5 DAY
ZOFRAN S INTRAVENOUS 8 MG 1X PER 1 DAY 5 DAY

7223382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2003 7223382 DIRECT Y HO 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paranoia EFFEXOR S ORAL 75 MG BID PO 3 DAY

4049978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2003 4049978 EXPEDITED (15-DAY) Y DS GBWYE444503DEC03 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Facial pain  
Neuralgia  
Psychomotor hyperactivity  
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4052185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2003 4052185 EXPEDITED (15-DAY) Y HO HQWYE510310DEC03 52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block left BISOPROLOL FUMARATE S ORAL 1.25 MG 1X PER 1 DAY

ORAL
 

Dyspnoea PERINDOPRIL ERBUMINE S ORAL 1 MG 1X PER 1 DAY
ORAL

 

Fall EFFEXOR S ORAL 3 DOSAGE FORMS
DAILY ORAL

1 MTH

Feeling hot ESIDRIX S ORAL 25 MG 1X PER 1 DAY
ORAL

1 MTH

Hypotension ZOPICLONE S ORAL 2 DOSAGE FORMS
DAILY ORAL

1 MTH

Malaise LASIX S ORAL 40 MG 1X PER 1 DAY
ORAL

 

Pain in extremity ASPIRIN LYSINE C  
Productive cough ATARAX C  
Pyrexia POTASSIUM CHLORIDE C  
Congestive cardiomyopathy  
Ejection fraction decreased  
Ventricular hypertrophy  
4052878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2003 4052878 EXPEDITED (15-DAY) Y DS GBWYE464315DEC03 44 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomania EFFEXOR S ORAL 225MG FREQUENCY

UNSPECFIED ORAL
 

Sleep disorder CITALOPRAM (CITALOPRAM) C  
Depression  
Disease recurrence  
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4030516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2003 4030516 EXPEDITED (15-DAY) Y HO A02200302688 49 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperammonaemia DEPAKOTE S ORAL 30 G ONCE; ORAL 1 DAY
Somnolence ZOLPIDEM S ORAL 280 MG ONCE; ORAL 1 DAY
Overdose CLONAZEPAM S ORAL 240 MG ONCE, ORAL 1 DAY

EFFEXOR S ORAL ORAL 1 DAY
4039370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2003 4039370 EXPEDITED (15-DAY) Y OT CH-
GLAXOSMITHKLINE-
B0316631A

74 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium DEROXAT S ORAL 20MG Per day 3 DAY GLAXOSMITHKLINE
Agitation EFFEXOR S ORAL 11 DAY
Insomnia FLUOXETINE HYDROCHLORIDE S ORAL 10MG per day 7 DAY
Thought blocking LORAZEPAM C ORAL 20 DAY
Cerebral ischaemia  
Chills  
Confusional state  
Drug interaction  
Leukoencephalopathy  
Muscle rigidity  
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4017194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2003 4017194 EXPEDITED (15-DAY) Y OT FRWYE321729SEP03 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amenorrhoea EFFEXOR S ORAL 25 MG 2X PER 1 DAY

ORAL
 

Gingival bleeding UNSPECIFIED INGREDIENT S GENITOURINARY  
Iron deficiency anaemia KETOPROFEN C  
Menorrhagia CLONAZEPAM C  

MOPRAL (OMEPRAZOLE) C  
ACETAMINOPHEN C  

4046710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2003 4046710 EXPEDITED (15-DAY) Y HO NLWYE454910DEC03 47 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
730 DAY

Psychotic disorder  
4054413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2003 4054413 EXPEDITED (15-DAY) OT HQWYE709218DEC03 12 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL; 150 MG 1X PER
1 DAY ORAL

 

Laceration  

Page: 295 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4054822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2003 4054822 EXPEDITED (15-DAY) N OT HQWYE584212DEC03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug dependence  
Drug withdrawal syndrome  
Suicidal ideation  
4054835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2003 4054835 EXPEDITED (15-DAY) N OT HQWYE621315DEC03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR S ORAL ORAL  
Delusion ACIPHEX C  
Loss of employment DETROL C  
Drug withdrawal syndrome  
Morbid thoughts  
Road traffic accident  
Sleep disorder  
Tinnitus  
4054848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2003 4054848 EXPEDITED (15-DAY) N OT HQWYE704803NOV03 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy  
Pregnancy  
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4055092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2003 4055092 EXPEDITED (15-DAY) Y DE SUS1-2003-00510 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide AMPHETAMINE ASPARTATE

\AMPHETAMINE SULFATE
\DEXTROAMPHETAMINE
SACCHARATE
\DEXTROAMPHETAMINE
SULFATE

S  

Pulmonary congestion SEROQUEL S  
Brain oedema LAMOTRIGINE (LAMOTRIGINE) S  
Overdose EFFEXOR S  
Overdose CARBAMAZEPINE S  
Aspiration SERTRALINE S  

4054793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2003 4054793 DIRECT N DS,LT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL 75 MG 2X/DAY ORAL  
Abnormal behaviour  
Dementia  
Head injury  
Imprisonment  
Memory impairment  
Post-traumatic stress disorder  
Psychotic disorder  
Road traffic accident  
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4054967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2003 4054967 DIRECT N DS 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S ORAL 150MG ONCE PER D

ORAL
 WYETH AYERST

Abnormal behaviour  
Aggression  
Asthenia  
Disorientation  
Drug withdrawal syndrome  
Fatigue  
Nightmare  
Pain  
Paraesthesia  
Thinking abnormal  
4055627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2003 4055627 EXPEDITED (15-DAY) Y OT HQWYE729018DEC03 39 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Abasia  
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4055654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2003 4055654 EXPEDITED (15-DAY) Y HO DEWYE433528NOV03 57 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea VENLAFAXINE HYDROCHLORIDE S ORAL ONE TABLET PER DAY

ORAL
 

Gastritis erosive EUVEGAL (HUMULUS LUPULUS
EXTRACT/RAUWOLFIA/VALERIAN
EXTRACT)

C  

Helicobacter infection  
Pancreatic insufficiency  
6031138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2003 6031138 EXPEDITED (15-DAY) Y HO DSA_23704_2003 37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LORAZEPAM S ORAL 5 MG ONCE PO  
Tachycardia DIAZEPAM S ORAL 50 MG ONCE PO  
Overdose MOCLOBEMIDE S ORAL 4500 MG ONCE PO  
Sopor STILNOX S ORAL 100 MG ONCE PO  

VENLAFAXINE HYDROCHLORIDE S ORAL 4050 MG ONCE PO  

4034076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2003 4034076 EXPEDITED (15-DAY) Y DS,OT GBWYE250612AUG03 44 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 2X PER 1 DAY

ORAL
2 YR

SUBUTEX C  
DIAZEPAM (DIAZEPAM) C  
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4055878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2003 4055878 EXPEDITED (15-DAY) N HO DEWYE479722DEC03 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disorientation VENLAFAXINE HYDROCHLORIDE S ORAL 300 - 375 MG/DAILY

ORAL
 

Drug dependence  
Drug withdrawal syndrome  
4056396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2003 4056396 DIRECT N OT 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAY ORAL  
4056407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2003 4056407 DIRECT LT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR S ORAL 75 MG DAILY ORAL  WYETH
Convulsion  
Drug dependence  
Drug withdrawal syndrome  
Hyperhidrosis  
Nightmare  
Paraesthesia  
Paranoia  
Tremor  
Visual acuity reduced  
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4056866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2003 4056866 EXPEDITED (15-DAY) Y OT FRWYE475719DEC03 < 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 2X PER 1 DAY  
Premature baby POLYETHYLENE GLYCOLS S ORAL 2 TABLET 1X PER 1

DAY
 

PRAZEPAM S ORAL FROM 10 MG TO 30
MG DAILY

 

PHLOROGLUCINOL DIHYDRATE S ORAL 2 TABLETS DAILY ON
REQUEST

 

3807550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3807550 NON-EXPEDITED N OT HQ2836617JUN2002 60 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyskinesia EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Drug interaction MOTRIN S ORAL 200MG AS NEEDED,
ORAL

 

TYLENOL S ORAL 500MG AS NEEDED,
ORAL

 

ULTRAM S ORAL 200MG 1X PER DAY,
ORAL

 

VITAMINS NOS C  
FOSAMAX C  
VALIUM (ALPRAZOLAM) C  
PROVIGIL C  
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3884850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3884850 NON-EXPEDITED Y OT HQ4176212SEP2002 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER DAY,

ORAL
 

Hallucination EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Nightmare PREMARIN C  
ZESTORETIC C  

3884858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3884858 NON-EXPEDITED Y OT HQ3702112AUG2002 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Paraesthesia EFFEXOR XR S ORAL 225 MG 1X PER DAY,

ORAL
 

Abnormal dreams EFFEXOR XR S ORAL 150 MG 1X PER DAY,
ORAL

 

Lethargy EFFEXOR XR S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

Fatigue EFFEXOR XR S ORAL 75 MG 1X PER 2 DAY,
ORAL

 

Medication error EFFEXOR XR S ORAL "DIVIDED CAPSULES
AND APPROIMATED
DOSE", ORAL

 

CLONAZEPAM C  
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3889510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889510 NON-EXPEDITED Y DE,HO HQ4528107OCT2002 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

DOXEPIN HYDROCHLORIDE S ORAL 250 MG 1X PER 1 DAY,
ORAL OVERDOSE
AMOUNT UNKNOWN

3 YR

METHADONE S ORAL 10 MG 2X PER 1 DAY,
ORAL

 

MIRTAZAPINE (MIRTAZAPINE) C  
ACETAMINOPHEN C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

3889513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889513 NON-EXPEDITED Y DE HQ4550208OCT2002 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL STARTER PACK, THEN

75 MG DAILY, ORAL
 

3889515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889515 NON-EXPEDITED Y HO,OT HQ4604710OCT2002 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL 75 MG 1X PER DAY,

ORAL
 

Syncope ROCHLOROTHIAZIDE
HYDROCHLOROTHIAZIDE)

C  

ATENOLOL (ATENOLOL) C  
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3889524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889524 NON-EXPEDITED Y HO,OT HQ4661616OCT2002 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

TRAZODONE HYDROCHLORIDE C  
ALPRAZOLAM (ALPRAZOLAM) C  

3889526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889526 NON-EXPEDITED Y LT HQ4145610SEP2002 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL 37.5 MG DAILY, ORAL  
Nightmare PROVIGIL C  
Drug withdrawal syndrome KLONOPIN C  
Hot flush TOPAMAX C  
Cough GEODON C  
Hyperhidrosis PROTONIX C  
Headache  
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3889556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889556 NON-EXPEDITED Y OT HQ4462302OCT2002 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatomegaly EFFEXOR XR S ORAL 37.5 & 75 MG 1X PER 1

DAY, ORAL
 

Cholelithiasis  
Dizziness  
Drug withdrawal syndrome  
Fatigue  
Feeling abnormal  
Liver function test abnormal  
Malaise  
Nausea  
Serum ferritin increased  
3889620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889620 NON-EXPEDITED Y OT HQ4558508OCT2002 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stool analysis abnormal EFFEXOR XR S ORAL 450 MG 1X PER 1 DAY,

ORAL
 

BUSPAR C  
LAMICTAL C  

3889640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889640 NON-EXPEDITED N DS HQ4078905SEP2002 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER DAY,

ORAL
 

Paraesthesia EFFEXOR XR S ORAL TAPER, ORAL  
EFFEXOR XR S ORAL DAILY, ORAL  
EFFEXOR XR S ORAL TAPER, ORAL  
EFFEXOR XR S 75 MG DAILY  
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3889654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889654 NON-EXPEDITED Y HO,OT HQ4141510SEP2002 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Blood creatine phosphokinase increased  
Disorientation  
Muscle rigidity  
Nystagmus  
3889680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3889680 NON-EXPEDITED Y HO HQ3959427AUG2002 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR XR S ORAL 75 MG 1 PER 1 DAY,

ORAL, TITRATED
DOSE DOWN
(AMOUNT REDUCED
UNKNOWN), ORAL;
37.5 MG 1X PER 1
DAY, OR

 

3891384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3891384 NON-EXPEDITED Y OT HQ9570718DEC2001 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL SEE IMAGE
 

Infertility female WELLBUTRIN SR C  
Infertility METHYLPHENIDATE C  
Dizziness  
Drug withdrawal syndrome  
Nausea  
Pregnancy  
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3906905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 3906905 NON-EXPEDITED Y HO,OT HQ3959327AUG2002 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Chest pain  
Thrombocytopenia  
4030081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4030081 EXPEDITED (15-DAY) Y OT 2003113041 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apathy NEURONTIN S ORAL 2700 MG (TID), ORAL  
Depression ZOLOFT S ORAL 2700 MG (TID), ORAL  
Drug interaction VENLAFAXINE HYDROCHLORIDE S (DAILY)  
Toxicity to various agents HYDROCODONE

(HYDROCODONE)
C  

Suicidal ideation ZOLPIDEM TARTRATE C  
Drug ineffective CYCLOBENZAPRINE

HYDROCHLORIDE
C  

BACLOFEN C  
4054823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4054823 NON-EXPEDITED N OT HQWYE514005SEP03 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL; 225 MG
1X PER 1 DAY ORAL

 

DEPAKOTE C  
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4057344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4057344 EXPEDITED (15-DAY) Y OT HQWYE729718DEC03 13 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug interaction AMITRIPTYLINE
HYDROCHLORIDE

S ORAL ORAL  

Drug level increased  
4059237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4059237 DIRECT N DE 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S DAILY  
Completed suicide  
Hostility  
Intentional self-injury  
4071577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071577 NON-EXPEDITED Y HO,OT HQ4821725OCT2002 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL ORAL  
4071579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071579 NON-EXPEDITED N OT HQ4917429OCT2002 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL ORAL  
Feeling abnormal ALCOHOL S ORAL ORAL  
Dizziness  
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4071580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071580 NON-EXPEDITED Y DE HQ4932430OCT2002 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

XANAX C  
NIASPAN C  

4071583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071583 NON-EXPEDITED N OT HQ5122608NOV2002 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Paraesthesia REGLAN C  
Nausea NEXIUM (ESONPRAZOLE) C  
Vomiting LEVOXYL C  

KLONOPIN C  
UNSPECIFIED INGREDIENT C  
ROBINUL C  

4071585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071585 NON-EXPEDITED N DE HQ5136808NOV2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
Suicide attempt  
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4071588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071588 NON-EXPEDITED Y OT HQ5137908NOV2002 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis EFFEXOR XR S ORAL 37.5 MG 1X PER DAY,

ORAL
 

Hypersensitivity UNSPECIFIED INGREDIENT C  
Medication error PROTONIX C  

DIGOXIN (DIGOXIN) C  
VITAMIN C C  
ZINC (ZINC) C  

4071589FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071589 NON-EXPEDITED N DE HQ5144009NOV2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
Suicide attempt  
4071591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071591 NON-EXPEDITED Y OT HQ5222212NOV2002 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER DAY,

ORAL
 

Condition aggravated DIAZEPAM (DIAZEPAM) C  
4071593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071593 NON-EXPEDITED Y OT HQ5353315NOV2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S 225 MG, THEN 2 DAY

HOLIDAY, THEN
REDUCED
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4071595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071595 NON-EXPEDITED Y DS HQ5364415NOV2002 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyskinesia EFFEXOR XR S ORAL 75 MG 1X PER DAY,

ORAL
 

Speech disorder XANAX C  
Fatigue LO/OVRAL-28 (NORGESTREL/

ETHINYL ESTRADIOL/INERT)
C  

4071639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071639 NON-EXPEDITED N HO HQ5938427DEC2002 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 150 MG 1 X PER 1

DAY, ORAL
2 YR

SYNTHROID C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

PLAVIX C  
DIGOXIN (DIGOXIN) C  

4071641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071641 NON-EXPEDITED Y DS,OT HQWYE002316JUL03 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL 37.5 MG TO 75 MG

DAILY, ORAL
 

4071642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071642 NON-EXPEDITED Y OT HQWYE004012MAR03 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy ZOLOFT C  
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4071644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071644 NON-EXPEDITED N HO HQWYE026206OCT03 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL SEE IMAGE
 

Drug ineffective LEXAPRO C  
Anxiety  
Breast pain  
Fatigue  
Feeling abnormal  
Galactorrhoea  
Headache  
Nausea  
4071648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071648 NON-EXPEDITED Y DS,OT HQWYE033817JUL03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

COUMADIN C  
ALTACE C  
CARDURA C  
HYDROCHLOROTHIAZIDE/
TRIAMTERENE
(HYDROCHLOROTHIAZIDE/
TRIAMTERENE)

C  

LIPITOR C  
KLONOPIN C  
LOZEPAM (LORAZEPAM) C  

Page: 312 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4071649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071649 NON-EXPEDITED Y HO HQWYE035205MAY03 76 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood alkaline phosphatase increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Alopecia ARMOUR THYROID C  
4071652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071652 NON-EXPEDITED Y DE HQWYE040813MAR03 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

ELAVIL S ORAL ORAL  
MOTRIN S ORAL ORAL  
UNSPECIFIED INGREDIENT S ORAL ORAL  

4071653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071653 NON-EXPEDITED N HO HQWYE078213AUG03 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL ORAL; 75 MG 1X PER 1

DAY, ORAL; 150 MG 1X
PER 1 DAY, ORAL; 75
MG 1X PER 1 DAY,
ORAL

 

Condition aggravated WELLBUTRIN S  
LITHOBID C  
UNSPECIFIED INGREDIENT C  
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4071655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071655 NON-EXPEDITED N HO HQWYE079513AUG03 82 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL 75 MG "ON AND OFF",

ORAL
 

Syncope METOPROLOL SUCCINATE C  
ZOCOR C  
PLAVIX C  
PLAVIX C  
FLUDROCORTISONE ACETATE C  

4071656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071656 NON-EXPEDITED Y OT HQWYE051717JUL03 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

SYNTHROID C  
DIOVAN C  
PREMPRO C  

4071658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071658 NON-EXPEDITED Y HO HQWYE062418JUL03 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis acute EFFEXOR XR S ORAL ORAL, STARTED

SEVERAL MONTHS
AGO

 

Type 1 diabetes mellitus  
Weight decreased  
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4071660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071660 NON-EXPEDITED N OT HQWYE070329JAN03 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 37.5, 150, 187.5MG 1X

PER 1 DAY, ORAL
 

Anxiety  
Decreased appetite  
Drug withdrawal syndrome  
Hyperhidrosis  
Maternal exposure during pregnancy  
Tremor  
4071663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071663 NON-EXPEDITED N OT HQWYE056907OCT03 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 37.5 MG (FREQUENCY

UNKNOWN), ORAL
 

Anxiety  
4071666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071666 NON-EXPEDITED Y OT HQWYE010024JAN03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL ORAL  
4071669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071669 NON-EXPEDITED Y OT HQWYE118914AUG03 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Thyroid function test abnormal UNSPECIFIED INGREDIENT C  
Maternal exposure during pregnancy  
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4071670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071670 NON-EXPEDITED N OT HQWYE011412MAR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication residue present EFFEXOR XR S ORAL ORAL  
4071672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071672 NON-EXPEDITED Y OT HQ5982331DEC2002 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL ORAL  
Intentional product misuse  
4071674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071674 NON-EXPEDITED Y HO,OT HQWYE131708MAY03 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Pneumonia NORVASC C  
Atelectasis NEURONTIN C  

FERROUS SULFATE C  
SYNTHROID C  
LISINOPRIL (LISINOPRIL) C  
AZATHIOPRINE (AZATHIOPRINE) C  
ZOLOFT C  
OXYCONTIN C  
LORAZEPAM C  
VALDECOXIB C  
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4071679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071679 NON-EXPEDITED N OT HQ5538127NOV2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Confusional state REMERON S 15 MG 1X PER 1 DAY 2 MTH
Anxiety  
Diarrhoea  
Psychomotor hyperactivity  
Thinking abnormal  
Tic  
4071681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071681 NON-EXPEDITED Y DE HQWYE524009JUN03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL ORAL  
4071686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071686 NON-EXPEDITED N OT HQWYE545720FEB03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG (FREQUENCY

UNSPECIFIED), ORAL
1 YR

Abnormal behaviour  
Anger  
Anxiety  
Confusional state  
Disorientation  
Dizziness  
Feeling abnormal  
Insomnia  
Medication error  
Vertigo  
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4071692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071692 NON-EXPEDITED Y DS HQWYE178413MAY03 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stomatitis EFFEXOR XR S ORAL 37.5  TO 75 MG ONCE

DAILY, ORAL
 

4071698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071698 NON-EXPEDITED Y OT HQWYE186814MAY03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG, ORAL; 37.5

MG , ORAL; 37.5 MG,
ORAL

 

Convulsion  
Tremor  
4071703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071703 NON-EXPEDITED Y OT HQ5544327NOV2002 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oral pain EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

CLONAZEPAM C  
TRAZODONE HYDROCHLORIDE C  
CLONAZEPAM C  
TRAZODONE HYDROCHLORIDE C  
CHLORPHENIRAMINE MALEATE C  
ATENOLOL (ATENOLOL) C  
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4071707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071707 NON-EXPEDITED N OT HQWYE188520MAR03 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL; 75 MG 1X PER 1
DAY, ORAL; 37.5 MG
1X PR 1 DAY, ORAL

 

Urticaria UNSPECIFIED INGREDIENT C  
Tremor  
Weight increased  
4071710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071710 NON-EXPEDITED N OT HQWYE477105JUN03 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; "DIVIDING
CAPSULES", ORAL

 

Dizziness CLONOPIN (CLONAZEPAM) C  
Amnesia  
Drug withdrawal syndrome  
Loss of libido  
Nonspecific reaction  
Weight decreased  
Weight increased  
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4071712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071712 NON-EXPEDITED Y OT HQ5939627DEC2002 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 300 MG DAILY, ORAL 4 YR
Asthenia  
Depression  
Dizziness  
Insomnia  
Tearfulness  
4071719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071719 NON-EXPEDITED N HO HQWYE497304SEP03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL 450 MG 1X PER 1 DAY,

ORAL
 

4071723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071723 NON-EXPEDITED Y OT HQWYE497706JUN03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 450 MG 1X PER 1 DAY,

ORAL
 

Fatigue ADDERALL (AMFETAMINE
ASPARTATE/AMFETAMINE
SULFATE/DEXAMFETAMINE
SACCHARATE/DEXAMFETAMINE
SULFATE)

C  

Myoclonus ASPARTATE/ AMFETAMINE C  
SULFATE/DEXAMFETAMINE C  
SACCHARATE/DEXAMFETAMINE
SLFATE

C  

Page: 320 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4071725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071725 NON-EXPEDITED N HO HQWYE497831JUL03 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Hypertension ASACOL C  
Drug effect decreased BUDESONIDE (BUDESONIDE) C  

KLONOPIN C  
ZOLOFT C  

4071729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071729 NON-EXPEDITED N OT HQWYE501104APR03 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Syncope SINGULAIR C  
Hypersensitivity  
4071730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071730 NON-EXPEDITED N OT HQWYE148523JUL03 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 27.5 MG 1X PER 1

DAY, ORAL
 

Amnesia  
Crying  
Decreased appetite  
Depression  
Feeling abnormal  
Irritability  
Lethargy  
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4071731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071731 NON-EXPEDITED Y HO HQWYE502104APR03 87 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Drug withdrawal syndrome ZYPREXA C  
Confusional state  
4071738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071738 NON-EXPEDITED Y OT HQWYE513505SEP03 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Depression VALDECOXIB C  
Drug withdrawal syndrome ZIAC C  
Dizziness ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Vertigo ACIPHEX C  
Feeling abnormal EFFEXOR C  
Paraesthesia  
Restless legs syndrome  
4071758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071758 NON-EXPEDITED Y DS,OT HQ4106206SEP2002 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rheumatoid arthritis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

WELLBUTRIN C  
LITHIUM CARBONATE (LITHIUM
CARBONATE)

C  

NORTRIPTYLINE
HYDROCHLORIDE

C  

SYNTHROID C  
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4071823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071823 NON-EXPEDITED Y DS HQ4619911OCT2002 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Memory impairment EFFEXOR XR S ORAL 187.5 MG 1X PER 1

DAY, ORAL
 

Confusional state BENADRYL C  
Anorgasmia  
Libido decreased  
4071861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071861 NON-EXPEDITED Y OT HQWYE416330MAY03 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood urine EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Urinary incontinence  
4071863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071863 NON-EXPEDITED Y OT HQWYE418113FEB03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL ORAL  
4071888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071888 NON-EXPEDITED Y HO,OT HQWYE454003JUN03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

NEURONTIN C  
TRILEPTAL C  
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4071895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071895 NON-EXPEDITED Y HO HQWYE464203SEP03 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Blood creatinine increased ADVAIR DISKUS C  
ATROVENT C  

4071899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4071899 NON-EXPEDITED Y HO HQWYE459603APR03 72 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL ORAL  
Somnolence EFFEXOR S ORAL 50 MG 3X PER 1 DAY,

ORAL
 

Insomnia DIPYRIDAMOLE C  
ATENOLOL (ATENOLOL) C  
NORVASC C  
VIOXX C  
LESCOL C  
ARICEPT C  
ZYRTEC C  

4072139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072139 NON-EXPEDITED N OT HQ5919627DEC2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 800 MG 1X PER 1 DAY,

ORAL
 

Anger RISPERDAL S 1 MG 1X PER 1 DAY  
Depressed mood SEROQUEL S 50 MG 1X PER 1 DAY  
Hypersomnia TRAZODONE HYDROCHLORIDE S AS NEEDED  

VITAMINS NOS S  
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4072140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072140 NON-EXPEDITED Y OT HQ5899223DEC2002 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Irritability EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Agitation MICARDIS C  
NORVASC C  

4072141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072141 NON-EXPEDITED N OT HQ5899323DEC2002 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Irritability EFFEXOR C  
4072149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072149 NON-EXPEDITED Y OT HQ5829518DEC2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
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4072153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072153 NON-EXPEDITED Y OT HQ5779812DEC2002 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrooesophageal reflux disease EFFEXOR XR S TRANSPLACENTAL 300 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

EFFEXOR XR S TRANSPLACENTAL 374 MG 1X PER 1 DAY,
TRANSPLACENTAL

 

EFFEXOR XR S TRANSPLACENTAL DECREASED TO 150
MG DAILY AT 8 WKS
GESTATION BUT PT
WAS UNABLE TO
KEEP DOWN MED FOR
NEXT TWO MONTHS,

 

EFFEXOR XR S TRANSPLACENTAL AT 30 WEEKS DOSE
INCREASED TO
112.5MG,
TRANSPLACENTAL

 

TEGRETOL C  
TRAZODONE HYDROCHLORIDE C  
ALPRAZOLAM (ALPRAZOLAM) C  

4072156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072156 NON-EXPEDITED N OT HQ5741511DEC2002 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
1 YR

Irritability EFFEXOR XR S ORAL DECREASING HER
DAILY DAILY OF 150
MG TO 75 MG, ORAL

2 MTH

Anxiety EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

1 MTH

Dizziness EFFEXOR XR S ORAL ORAL 2 WEEK
Stress  
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4072158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072158 NON-EXPEDITED N OT HQ5737011DEC2002 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
9 MTH

Irritability EFFEXOR XR S ORAL DECREASING HIS
DAILY DOSE FROM
150 MG TO 75 MG,
ORAL

2 MTH

Anxiety EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

1 MTH

EFFEXOR XR S ORAL ORAL 2 WEEK
4072160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072160 NON-EXPEDITED Y OT HQ5653306DEC2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Feeling abnormal  
Headache  
4072166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072166 NON-EXPEDITED Y OT HQ5654806DEC2002 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication residue present EFFEXOR XR S ORAL ORAL  
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Detailed Report
4072168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072168 NON-EXPEDITED Y OT HQ5668409DEC2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Galactorrhoea EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Blood prolactin increased  
Breast pain  
Breast tenderness  
4072173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072173 NON-EXPEDITED N HO HQWYE933030SEP03 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL, 75MG 1X PER 1
DAY OARL

 

Dizziness  
Feeling abnormal  
Loss of consciousness  
Orthostatic hypotension  
Weight decreased  
4072174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072174 NON-EXPEDITED Y OT HQWYE948110MAR03 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL "ABOVE 300 MG

DAILY", ORAL
 

ADDERALL S 20 MG EACH AM, 10
MG EACH PM

 

NORVASC C  
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Detailed Report
4072176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072176 NON-EXPEDITED Y HO HQWYE948329APR03 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholecystitis EFFEXOR XR S ORAL 37. 5MG (FREQUENCY

UNKNOWN), ORAL
 

Hepatitis CLINDAMYCIN C  
Platelet count decreased  
4072178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072178 NON-EXPEDITED Y DE HQWYE949811JUL03 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death EFFEXOR XR S ORAL 75 MG (FREQUENCY

UNSPECIFIED, ORAL)
 

CLARITIN C  
INDERAL LA C  
UNSPECIFIED INGREDIENT C  

4072186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072186 NON-EXPEDITED N OT HQWYE972908AUG03 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Hyperhidrosis  
Insomnia  
Irritability  
Muscle twitching  
Weight increased  
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Detailed Report
4072336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072336 NON-EXPEDITED Y HQWYE247728JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Dizziness  
Feeling abnormal  
4072337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072337 NON-EXPEDITED Y OT HQWYE217405FEB03 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAEG  
Intentional product misuse DIFLUCAN C  
Feeling abnormal  
Mental impairment  
Tremor  
4072344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072344 NON-EXPEDITED Y OT HQWYE218219AUG03 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Dizziness SUMATRIPTAN S  
ZYRTEC C  

4072347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072347 NON-EXPEDITED Y OT HQWYE218419AUG03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stool analysis abnormal EFFEXOR XR S ORAL ORAL  

RISPERDAL C  
UNSPECIFIED INGREDIENT C  
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4072349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072349 NON-EXPEDITED N OT HQWYE207215MAY03 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR XR S ORAL SEE IMAGE  
Dizziness CELEXA C  
Feeling abnormal XANAX C  

ZANAFLEX C  
4072354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072354 NON-EXPEDITED Y OT HQWYE182720MAR03 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Hyperhidrosis SOMA C  
Heart rate increased LORCET C  
Anxiety AMBIEN C  
Panic attack  
4072355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072355 NON-EXPEDITED Y OT HQWYE185214MAY03 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL SEE IMAGE 1 WEEK
4072380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072380 NON-EXPEDITED N OT HQWYE173724JUL03 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated ALPRAZOLAM C  
Feeling abnormal ESTRADIOL C  

TESTOSTERONE C  
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4072382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072382 NON-EXPEDITED Y OT HQWYE173320MAR03 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Energy increased EFFEXOR XR S ORAL SEE IMAGE  
Thinking abnormal DESYREL C  
Amnesia  
4072385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072385 NON-EXPEDITED Y OT HQWYE171004FEB03 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
5 YR

Medication residue present ESKALITH CR C  
LEXAPRO C  
SYNTHROID C  

4072390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072390 NON-EXPEDITED Y HO HQWYE263629JUL03 83 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular tachycardia EFFEXOR XR S ORAL SEE IMAGE  
Loss of consciousness WELLBUTRIN C  
Swelling face COZAAR C  
Fatigue NORVASC C  
Confusional state  
Conjunctivitis  
Depressive symptom  
Fall  
Listless  
Toothache  
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Detailed Report
4072395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072395 NON-EXPEDITED Y OT HQWYE266107FEB03 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 37.5 MG, ORAL  
Feeling jittery ZOLOFT C  
4072406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072406 NON-EXPEDITED Y OT HQWYE267320MAY03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR XR S ORAL ORAL  
Muscle fatigue  
4072409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072409 NON-EXPEDITED Y HO HQWYE274420MAY03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism EFFEXOR XR S ORAL ORAL  

ATIVAN C  
RISPERDAL C  

4072411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072411 NON-EXPEDITED Y OT HQWYE291820MAY03 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Catatonia EFFEXOR XR S ORAL SEE IMAGE  
Malaise HYZAAR C  
Nausea ZOCOR C  
Decreased appetite  
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Detailed Report
4072413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072413 NON-EXPEDITED N OT HQWYE306310FEB03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL ORAL  
Drug withdrawal syndrome  
Tongue ulceration  
Tremor  
4072415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072415 NON-EXPEDITED Y OT HQWYE328917OCT03 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  

WELLBUTRIN C  
4072418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072418 NON-EXPEDITED Y OT HQWYE344625AUG03 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Headache CELEBREX C  
Hyperhidrosis SYNTHROID C  
Lymphadenopathy NEXIUM (ESOMEPRAZOLE) C  

SECTRAL C  
AVALIDE C  
AVANDIA C  
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Detailed Report
4072420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072420 NON-EXPEDITED Y HO,OT HQWYE354712FEB03 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Dystonia CIMETIDINE S ORAL 400 MG 1 X PER 1 DAY
ORAL

6 WEEK

4072428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072428 NON-EXPEDITED Y OT HQWYE192125JUL03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Glaucoma EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

4072431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072431 NON-EXPEDITED Y OT HQWYE195804FEB03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL ORAL  
4072486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072486 NON-EXPEDITED Y DE HQWYE205925JUL03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
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4072507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072507 NON-EXPEDITED Y OT HQWYE210319AUG03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S OVERDOSE AMOUNT

UNKNOWN
 

Coma TRANXENE T-TAB S OVERDOSE AMOUNT
UNKNOWN

 

TYLENOL (PARACETAMOL) S OVERDOSE AMOUNT
UNKNOWN

 

ZESTRIL S OVERDOSE AMOUNT
UNKNOWN

 

ZYRTEC S OVERDOSE AMOUNT
UNKNOWN

 

4072645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072645 NON-EXPEDITED Y OT HQ4175312SEP2002 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Burning sensation EFFEXOR XR S ORAL 37.5 MG, ORAL  
Feeling hot TRAZADONE (TRAZADONE) C  

VIOXX C  
XENICAL C  
DEPAKOTE C  

4072652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072652 NON-EXPEDITED Y OT HQ3438423JUL2002 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine contractions during pregnancy EFFEXOR XR S ORAL 225 MG 1 X PER DAY,

ORAL
 

Pregnancy EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

EFFEXOR XR C ORAL 750 MG 1X PER 1 DAY,
ORAL

 

VITAMINS NOS C  
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4072660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072660 NON-EXPEDITED Y OT HQWYE434801APR03 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Stool analysis abnormal ADDERALL (AMFETAMINE
ASPARTATE,/AMFETAMINE
SULFATE/DEXAMFETAMINE
SACCHARATE/DEXAMFETAMINE
SULFATE)

C  

Nonspecific reaction  
4072666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072666 NON-EXPEDITED Y OT HQ2234108MAY2002 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothyroidism EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

TAMOXIFEN C  
LORAZEPAM C  
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4072869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072869 NON-EXPEDITED Y OT HQWYE223321MAR03 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL; "TAPERED THE
PATIENT SLOWLY"
ORAL

 

Visual impairment SEROQUEL C  
Apathy  
Balance disorder  
Confusional state  
Decreased appetite  
Disturbance in attention  
Drug withdrawal syndrome  
Irritability  
Nausea  
Social avoidant behaviour  
Unevaluable event  
4072874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072874 NON-EXPEDITED Y LT,OT HQWYE229706FEB03 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL; DOSE
TAPERED AND
DISCONTINUED OVER
FIVE DAYS, ORAL

 

WELLBUTRIN C  
HALCION C  
ATIVAN C  
SYNTHROID C  
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4072875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072875 NON-EXPEDITED Y OT HQWYE232124MAR03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL UNKNOWN, ORAL  

ULTRAM S  
4072877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072877 NON-EXPEDITED Y HO HQWYE233128JUL03 87 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; BEING
TAPERED OFF
EFFEXOR XR, ORAL

 

Blood alkaline phosphatase increased PRILOSEC C  
FOSAMAX C  
RISPERDAL C  
NITROGLYCERIN C  
EXELON C  

4072880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072880 NON-EXPEDITED N DS HQWYE234925MAR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
5 WEEK

Disturbance in attention  
Feeling abnormal  
Hyperhidrosis  
Vomiting  
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4072881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4072881 NON-EXPEDITED Y OT HQWYE242524NOV03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arrhythmia EFFEXOR XR S ORAL 150 MG 1 X PER 1

DAY, ORAL
 

Syncope  
4073580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073580 NON-EXPEDITED Y HO HQ5458221NOV2002 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric ulcer EFFEXOR XR S ORAL 150 MG 1 PER 1 DAY,

ORAL
 

Dizziness  
Drug withdrawal syndrome  
Paraesthesia  
4073592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073592 NON-EXPEDITED Y OT HQ5513526NOV2002 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL

 

Condition aggravated  
4073639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073639 NON-EXPEDITED Y HO HQWYE502804APR03 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL 37.5 MG (FREQUENCY

UNSPECIFIED), ORAL
 

Drug screen false positive  
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4073661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073661 NON-EXPEDITED Y OT HQWYE882407JUL03 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL

 

Pain in extremity  
4073664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073664 NON-EXPEDITED N OT HQWYE884225SEP03 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Convulsion  
Nausea  
4073668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073668 NON-EXPEDITED Y OT,RI HQWYE884823APR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; 225 MG 1X PER
1 DAY, ORAL

 

Insomnia  
Libido decreased  
4073670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073670 NON-EXPEDITED Y DE HQWYE902308JUL03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL ORAL  
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4073671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073671 NON-EXPEDITED Y OT HQWYE906029SEP03 12 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

4073674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073674 NON-EXPEDITED Y HO HQWYE909629SEP03 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Serotonin syndrome LEXAPRO S ORAL OVERDOSE AMOUNT
UNKNOWN, ORAL

 

Depressed level of consciousness  
4073676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073676 NON-EXPEDITED Y OT HQWYE912129SEP03 12 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

4073678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073678 NON-EXPEDITED N OT HQWYE913709JUL03 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate decreased EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; TITRATED
TO 150 MG DAILY,
ORAL; "3 TIMES 37.5
MG DAILY", ORAL

 

Headache CENTRUM SILVER
(MULTIVITAMIN/MULTIMINERAL)

C  

Dyspnoea STRATTERA C  
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4073679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073679 NON-EXPEDITED Y HO HQWYE914729SEP03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL ORAL  
4073682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073682 NON-EXPEDITED Y OT HQWYE927628APR03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

TRAZODONE HYDROCHLORIDE C  
4073712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073712 NON-EXPEDITED N OT HQWYE328017OCT03 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity EFFEXOR XR S ORAL ORAL  
Nausea PRILOSEC C  
Headache TOPROL XL C  
Erythema multiforme VIVELLE C  

ACTONEL C  
4073831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073831 NON-EXPEDITED Y OT HQ5643706DEC2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 75 MG MG
1X PER 1 DAY "75 MG
PLUS 37.5 MG DAILY".
ORAL; "TITRATED OFF
TH
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4073839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073839 NON-EXPEDITED Y DS HQ5731011DEC2002 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myalgia EFFEXOR XR S ORAL 375-450 MG, ORAL; 75

MG (FREQUENCY
UNKNOWN), ORAL;
150 MG (FREQUENCY
UNSPECIFIED), ORAL;
300 MG 1X P

 

Muscle spasms LIPITOR C  
Fibromyalgia MULTIVITAMIN

"LAPPE" (VITAMINS NOS)
C  

4073868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073868 NON-EXPEDITED Y DE HQ5732311DEC2002 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; 112.5 MG 1X
PER 1 DAY, 75 MG 1X
PER 1 DAY, 37.5 MG
1X PER 1 DAY, ORAL

 

Decreased interest  
Depression  
Drug withdrawal syndrome  
Fatigue  
Flat affect  
Mood altered  
Paraesthesia  
Unevaluable event  
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4073886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073886 NON-EXPEDITED Y DS HQWYE438802SEP03 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 37.5 MG, ORAL;

INCREASED
GRADUALLY TO 150
MG DAILY, ORAL;
DISCONTINUED
AFTER TAPERING,
ORAL

 

4073906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073906 NON-EXPEDITED Y OT HQ5733311DEC2002 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Drug withdrawal syndrome UNSPECIFIED VITAMINS
(UNSPECIFIED VITAMINS)

C  

Dizziness PROGESTERONE C  
Pregnancy  
Vertigo  
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4073907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4073907 NON-EXPEDITED Y HO HQWYE442702JUN03 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL ORAL  
Back pain MACROBID S ORAL ORAL  
Pollakiuria BLACK COHOSH S ORAL 20 MG 2X PER 1 DAY,

ORAL
 

Dysuria PRAVASTATIN C  
Vaginal infection MULTIVITAMINS (ASCORBIC

ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/RETINOL/
RIBOFLAVIN/THI

C  

Type 2 diabetes mellitus ESTER-C (CALCIUM
ASCORBATE)

C  

ECHINACEA EXTRACT C  
CALTRATE C  

4074392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074392 NON-EXPEDITED Y OT HQWYE603501AUG03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL ORAL  
4074403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074403 NON-EXPEDITED Y OT HQWYE697316APR03 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia EFFEXOR XR S ORAL ORAL  
Mouth ulceration FYBOGEL C  
Lymphocytosis LEVOTHYROXINE SODIUM C  
Vulvovaginal candidiasis UNSPECIFIED INGREDIENT C  
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4074411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074411 NON-EXPEDITED N OT HQWYE646817JUN03 85 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Migraine HYZAAR C  
Heart rate increased TOPROL XL C  

ACIPHEX C  
4074428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074428 NON-EXPEDITED Y OT HQWYE799919SEP03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angle closure glaucoma EFFEXOR XR S ORAL ORAL  
4074431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074431 NON-EXPEDITED N HO HQWYE647125FEB03 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 150 MG (100

CAPSULES);
OVERDOSE AMOUNT,
ORAL

 

Convulsion  
Drug screen false positive  
Loss of consciousness  
Suicide attempt  
4074439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074439 NON-EXPEDITED Y HO,OT HQWYE654314APR03 68 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
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4074461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074461 NON-EXPEDITED Y OT HQWYE697616APR03 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL SEE IMAGE  
Intentional overdose  
4074469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074469 NON-EXPEDITED Y HO,OT HQWYE716817APR03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL ORAL  
4074470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074470 NON-EXPEDITED N OT HQWYE667725FEB03 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 75 MG 1X
PER 1 DAY, ORAL

 

Dizziness ADDERALL S 20 MG 2X PER 1 DAY 3 MTH
Confusional state AMBIEN C  
Anxiety ULTRACET C  
Depression  
Drug interaction  
Drug withdrawal syndrome  
Feeling abnormal  
Muscle tightness  
Pain  
Paraesthesia  
Tension  
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4074489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074489 NON-EXPEDITED N DE,OT HQWYE668312SEP03 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 75 MG 1X
PER 1 DAY, ORAL

 

Feeling abnormal XANAX C  
Libido decreased AMBIEN C  
Agitation  
Death  
Decreased appetite  
Staring  
4074491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074491 NON-EXPEDITED Y OT HQWYE726604AUG03 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
Migraine ZOCOR C  
Therapeutic response changed VITAMINS NOS C  

ASPIRIN (ACETYLSALICYLIC
ACID)

C  

4074497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074497 NON-EXPEDITED Y OT HQWYE688115APR03 66 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia EFFEXOR XR S ORAL ORAL  
Cellulitis  
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4074506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074506 NON-EXPEDITED Y OT HQWYE690615APR03 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic function abnormal EFFEXOR XR S ORAL ORAL  
Neutropenia  
4074509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074509 NON-EXPEDITED N OT HQWYE728617SEP03 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
 

Libido decreased EFFEXOR S ORAL 1 DOSE 1 X PER 1
DAY, ORAL

 

Crying  
Depression  
Personality change  
4074516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074516 NON-EXPEDITED Y OT HQWYE695616APR03 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agranulocytosis EFFEXOR XR S ORAL ORAL  

KLONOPIN C  
NEURONTIN C  
SERZONE C  
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4074520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074520 NON-EXPEDITED Y OT HQWYE731004AUG03 67 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Heart rate increased PRILOSEC C  
Dizziness ALLEGRA C  
Hyperhidrosis  
4074528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074528 NON-EXPEDITED Y OT HQWYE734327FEB03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
4074538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074538 NON-EXPEDITED Y OT HQWYE739418APR03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S  
4074561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074561 NON-EXPEDITED Y DE HQWYE739604AUG03 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

NEXIUM (ESOMEPRAZOLE) C  
XANAX C  
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4074572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074572 NON-EXPEDITED N OT HQWYE813301JUL03 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Nausea KLONOPIN C  
Sleep terror BUSPAR C  
Sleep disorder DESLORATADINE

(DESLORATADINE)
C  

Somnolence PSEUDOEPHEDRINE
HYDROCHLORIDE
(PSEUDOEPHEDRINE
HYDROCHLORIDE)

C  

Agitation  
Anxiety  
Asthenia  
Chills  
Crying  
Decreased appetite  
Depression  
Dry mouth  
Flatulence  
Hypomania  
Insomnia  
Lacrimation increased  
Negativism  
Pruritus  
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4074582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074582 NON-EXPEDITED Y DS,OT HQWYE814601JUL03 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

ACCUPRIL C  
SYNTHROID C  
LASIX C  
SLOW-K C  
VOLTAREN XR C  
FOSAMAX C  

4074593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074593 NON-EXPEDITED Y HO HQWYE828402JUL03 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 225 MG 1 X PER 1

DAY, ORAL
 

Maternal exposure during pregnancy LITHOBID C  
4074679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074679 NON-EXPEDITED Y OT HQWYE828602JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal haemorrhage EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY

ORAL
 

LITHIUM (LITHIUM) C  
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4074685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074685 NON-EXPEDITED Y DS HQWYE833323SEP03 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle fatigue EFFEXOR XR S ORAL SEE IMAGE  
Coordination abnormal EFFEXOR C  
Hyperreflexia  
Myoclonus  
4074686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074686 NON-EXPEDITED Y HO,OT HQ5734711DEC2002 87 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chills EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

LASIX C  
DILTIAZEM C  
POTASSIUM C  
LIPITOR C  
UNSPECIFIED VITAMINS
(UNSPECIFIED VITAMINS)

C  

4074692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074692 NON-EXPEDITED Y OT HQWYE865905MAR03 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular tachycardia EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Weight increased REMERON C  
LAMICTAL C  
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4074696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074696 NON-EXPEDITED Y DE HQ5852619DEC2002 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL UNKNOWN, ORAL  

WELLBUTRIN C  
4074699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074699 NON-EXPEDITED Y OT HQWYE868005MAR03 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic shock EFFEXOR XR S ORAL ORAL  
4074714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074714 NON-EXPEDITED Y OT HQWYE877807JUL03 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL; 75 MG 1X PER 1
DAY ORAL

 

Alanine aminotransferase increased SYNTHROID C  
COUMADIN C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

PLAVIX C  
PROTONIX C  
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4074742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074742 NON-EXPEDITED N OT HQ5852719DEC2002 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL INITIAL DOSE

UNKNOWN, THEN
INCREASED AFTER
ONE YEAR, THEN
INCREASED FINALLY
TO 150MG TWICE
DAILY, OR

3 YR

Drug effect decreased LIPITOR C  
Anxiety  
Feeling abnormal  
Headache  
Heart rate increased  
Night sweats  
Pain of skin  
Weight increased  
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4074768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4074768 NON-EXPEDITED Y DS HQ5906926DEC2002 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Headache CENESTIN C  
Dizziness FLEXERIL C  
Nausea TRILISATE (CHOLINE

SALICYLATE/MAGNESIUM
SALICYLATE)

C  

METAXALONE C  
ARMUR THYROID (THYROID) C  
MULTIVITAMINS (ASCORBIC /
ERGOCALCIFEROL/FOLIC
NICOTINAMIDE/PANTHEOL/
RETINOL BOFLAVIN/THIAMINE
HYDROC

C  

ASPIRIN C  
4075635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4075635 NON-EXPEDITED Y OT HQWYE772328FEB03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arrhythmia EFFEXOR XR S ORAL SEE IMAGE, ORAL  

NORVASC C  
4075722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4075722 NON-EXPEDITED N HO HQWYE495204SEP03 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL THEN DOSE

INCREASED, ORAL
 

Drug ineffective TYLENOL S OVERDOSE AMOUNT
UNKNOWN

 

CONCERTA
(METHYLPHENIDATE)

C  
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4075745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4075745 NON-EXPEDITED Y DE HQWYE436802JUN03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
4076604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4076604 NON-EXPEDITED Y HO HQWYE696015SEP03 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT -

100 CAPSULES OF
150MG, ORAL

 

Convulsion BISOPROLOL FUMARATE C  
Blood pressure decreased  
Cardiac arrest  
Serotonin syndrome  
Suicide attempt  
4077618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4077618 NON-EXPEDITED N OT HQWYE996816JUL03 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Dizziness LIPITOR C  
Cold sweat  
Dry mouth  
Feeling cold  
Nausea  
Paraesthesia  
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4077628FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4077628 NON-EXPEDITED N OT HQWYE975102OCT03 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain upper EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Product quality issue  
4077632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4077632 NON-EXPEDITED Y OT HQWYE982530APR03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Headache  
Influenza like illness  
Nausea  
4077638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4077638 NON-EXPEDITED Y OT HQWYE985103OCT03 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR XR S ORAL 37.5 MG ONE TIME

DOSE, ORAL
 

Feeling hot  
Flushing  
Oral pruritus  
Paraesthesia  
4077644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4077644 NON-EXPEDITED N OT HQWYE971630APR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Dizziness  
Dyspepsia  
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4077648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4077648 NON-EXPEDITED N OT HQWYE971402OCT03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dental caries EFFEXOR XR S ORAL 450 MG 1X PER 1 DAY,

ORAL
 

Tooth disorder  
Weight increased  
4077992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4077992 NON-EXPEDITED N HQWYE125622JUL03 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Feeling abnormal UNSPECIFIED INGREDIENT C  
Tremor UNSPECIFIED INGREDIENT C  
Dry mouth  
4077995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4077995 NON-EXPEDITED N HQWYE099121JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Unevaluable event  
4078005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4078005 NON-EXPEDITED N HQWYE093409OCT03 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract pain EFFEXOR XR S ORAL 75, 37.5 MG 1X PER 1

DAY, ORAL
 

Pollakiuria BLOCADREN C  
Insomnia KLONOPIN C  
Urine flow decreased PRILOSEC C  

PROSCAR C  
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4078017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4078017 NON-EXPEDITED Y HQWYE079007MAY03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S ORAL SEE IMAGE  
Memory impairment UNSPECIFIED INGREDIENT C  
Confusional state  
4078036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4078036 NON-EXPEDITED N HQWYE065406MAY03 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Paraesthesia DIAZEPAM (DIAZEPAM) C  
Headache  
Nausea  
Photophobia  
Vision blurred  
4078042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4078042 NON-EXPEDITED Y HQWYE068507OCT03 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Tinnitus KLONOPIN C  
Dizziness XANAX C  
Hyperhidrosis  
Pruritus  
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4078045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4078045 NON-EXPEDITED Y HQ6317923JAN2003 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Feeling abnormal UNSPECIFIED INGREDIENT C  
4078047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4078047 NON-EXPEDITED Y HQ6283921JAN2003 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Dizziness UNSPECIFIED INGREDIENT C  
Anxiety  
Coordination abnormal  
Feeling jittery  
Nausea  
4078058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4078058 NON-EXPEDITED Y HQWYE202815MAY03 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

UNSPECIFIED INGREDIENT C  
4078063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4078063 NON-EXPEDITED Y HQWYE188424JUL03 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Muscle twitching  
Photopsia  
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4080079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080079 NON-EXPEDITED N HQWYE836523SEP03 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Nonspecific reaction GLUCOPHAGE C  
4080088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080088 NON-EXPEDITED Y OT HQWYE831422APR03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL ORAL, "SEVERAL

YEARS AGO"
 

Arthralgia  
Balance disorder  
Bradyphrenia  
Confusional state  
Disturbance in attention  
Headache  
Heart rate increased  
Hypokinesia  
Insomnia  
Memory impairment  
Muscle tightness  
Musculoskeletal stiffness  
Vision blurred  
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4080094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080094 NON-EXPEDITED Y OT HQWYE830122APR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Anxiety  
Depression  
Dyspnoea  
Maternal exposure during pregnancy  
4080102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080102 NON-EXPEDITED Y OT HQWYE802903MAR03 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL AT LEAST 150 MG

DAILY, ORAL
 

Dizziness  
Influenza  
Irritability  
Mood altered  
Tearfulness  
4080111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080111 NON-EXPEDITED Y OT HQWYE741718APR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Compulsions EFFEXOR XR S ORAL 300 MG 3X PER 1 DAY,

ORAL
 

Agitation  
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4080121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080121 NON-EXPEDITED Y OT HQWYE623516JUN03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG TO 75 MG TO

37.5 MG (FREQUENCY
UNSPECIFIED, ORAL

 

Coordination abnormal FOSAMAX ALENDRONATE
SODUIM)

C  

Unevaluable event PREMPRO C  
Hallucination, auditory CALCIUM C  
Activities of daily living impaired  
Balance disorder  
4080123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080123 NON-EXPEDITED N OT HQWYE743118APR03 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Feeling abnormal NEXIUM (ESOMEPRAZOLE) C  
Paraesthesia  
4080129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080129 NON-EXPEDITED N OT HQWYE606901AUG03 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL "150MG-FREQUENCY

UNSPECIFIED", ORAL;
75 MG 1X PER 1 DAY,
ORAL;37.5 MG 1X PER
1 DAY, ORAL

 

Fatigue EFFEXOR XR S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

Apathy WELLBUTRIN C  
Illusion  
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4080132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080132 NON-EXPEDITED N OT HQWYE601509SEP03 72 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stool analysis abnormal EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

LIBRIUM C  
REMERON C  

4080134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080134 NON-EXPEDITED Y OT HQWYE733104AUG03 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased WELLBUTRIN C  
Hallucination, auditory  
Nystagmus  
4080136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080136 NON-EXPEDITED Y OT HQWYE541910JUN03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Depression PREMPRO C  
Anxiety  
Menopausal symptoms  
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4080141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080141 NON-EXPEDITED N OT HQWYE523609JUN03 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erectile dysfunction EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Anorgasmia  
Dry mouth  
Fatigue  
Hyperhidrosis  
Insomnia  
Palpitations  
Unevaluable event  
4080146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080146 NON-EXPEDITED N OT HQWYE514720FEB03 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

AVAPRO C  
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4080151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080151 NON-EXPEDITED N OT HQWYE477231JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Affective disorder EFFEXOR XR S ORAL LOWER HER DOSE
(UNSPECIFIED),
STOPPED FOR AN
UNDETERMINED
LENGTH OF TMIE.
RESTARTED EFFEXOR
AGAIN,

10 MTH

Feeling abnormal  
Irritability  
Migraine  
Unevaluable event  
4080152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080152 NON-EXPEDITED N OT HQWYE731117SEP03 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Muscle spasms EFFEXOR XR S  
EFFEXOR XR S  
CLARITIN S 10 MG 1 X PER 1 DAY  
LIPITOR S 20 MG 1X  PER 1 DAY;

FOR YEARS
 

PRILOSEC S 20 MG 1X PER 1 DAY;
FOR YEARS
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4080154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080154 NON-EXPEDITED Y OT HQWYE456302APR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Pain  
4080157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080157 NON-EXPEDITED N OT HQWYE719817APR03 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Disturbance in attention SYNTHROID C  
RHINOCORT C  
FLUTICASONE PROPIONATE C  

4080158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080158 NON-EXPEDITED Y OT HQWYE445502APR03 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Nausea LEVOTHYROXINE SODIUM C  
Blood pressure increased ALESSE 28 C  
Thyroxine increased  
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4080162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080162 NON-EXPEDITED Y OT HQWYE436430JUL03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1

DAY,ORAL;300 MG 1X
PER 1 DAY,ORAL;150
MG 1X PER 1 DAY,
ORAL

1 MTH

Hallucination EFFEXOR XR S ORAL 187.5 MG 1X PER 1
DAY, ORAL

2 WEEK

4080163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080163 NON-EXPEDITED N OT HQWYE662425FEB03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
5 YR

Crying  
Delusion  
Dissociation  
Paranoia  
Psychotic disorder  
4080167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080167 NON-EXPEDITED N OT HQWYE971530APR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Dizziness  
Headache  
Influenza like illness  
Nausea  
Pain  
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4080172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080172 NON-EXPEDITED Y OT HQWYE428402SEP03 63 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Depression COLCHICINE S ORAL 0.6 MG 1X PER 1 DAY,
ORAL

 

4080176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080176 NON-EXPEDITED Y OT HQWYE408413FEB03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Dizziness  
Drug withdrawal syndrome  
Dyspepsia  
Headache  
Insomnia  
Malaise  
Tremor  
4080181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080181 NON-EXPEDITED N OT HQWYE400722OCT03 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Anxiety  
Dyspnoea  
Heart rate increased  
Poor quality sleep  
Tremor  
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4080189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080189 NON-EXPEDITED Y OT HQWYE385329MAY03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL;"DOSE

ESCALATED SEVERAL
TIMES", ORAL;TOOK
"DOSES" HIGHER
THAN 150 MG
(FREQUENCY
UNSPECIFED), OR

 

Gait disturbance EFFEXOR XR S ORAL 150 MG (FREQUENCY
UNSPECIFIED), ORA

 

Dizziness EFFEXOR XR S ORAL "DECREASED DOSE
VERY SLOWLY BY
TAKING PART OF
CONTENTS OF
OPENED CAPSULE",
ORAL

 

Sluggishness EFFEXOR XR S OPHTHALMIC "SLOWLY INCREASED
TO 75 MG DAILY",
ORAL

 

Nausea EFFEXOR XR S 75 MG 1X PER 1 DAY,
ORAL

 

Agitation  
Anxiety  
Decreased appetite  
Dehydration  
Gastrointestinal disorder  
Insomnia  
Unevaluable event  
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4080211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080211 NON-EXPEDITED N OT HQ6153614JAN2003 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Tinnitus HUMALOG C  
Paraesthesia ALTACE C  

LIPITOR C  
INSULIN NOS C  

4080324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080324 NON-EXPEDITED N OT HQWYE376428MAY03 63 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thinking abnormal EFFEXOR XR S ORAL 37.5 MG 1X PER 1DAY,

ORAL
2 WEEK

Unevaluable event LORAZEPAM C  
ADDERALL (AMFETAMINE
ASPARTATE/AMFETAMINE
SULFATE/DEXAMFETAMINE
SACCHARATE/DEXAMFETAMINE
SULFATE)

C  

4080326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080326 NON-EXPEDITED N OT HQWYE362612FEB03 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL;  TOOK 1/2 75
MG CAPSULE (37.5
MG), ORAL

 

Retching TAMOXIFEN C  
FOSAMAX C  
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4080328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080328 NON-EXPEDITED N OT HQWYE330525AUG03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

75 MG 1X PER 1 DAY;
37.5 MG 1X PER 1
DAY; 37.5 MG 1X PER
1 DAY, ORAL

2 MTH

Bruxism  
Feeling abnormal  
Mood altered  
Paraesthesia  
4080330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080330 NON-EXPEDITED Y OT HQWYE311121MAY03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Dizziness  
Hypoaesthesia  
Hypoaesthesia oral  
Influenza like illness  
Irritability  
Mood swings  
Nausea  
4080331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080331 NON-EXPEDITED Y OT HQWYE269920MAY03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 1 DOSE 1X PER 1 DAY,

ORAL
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4080332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4080332 NON-EXPEDITED Y OT HQWYE167912MAY03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL;  TITRATED
FROM 150MG TO
37.5MG THEN TO
75MG, ORAL

 

Tinnitus BROMOCRIPTINE S  
Drug interaction  
4081058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081058 NON-EXPEDITED Y OT HQ6120813JAN2003 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Drug screen false positive UNSPECIFIED INGREDIENT S ORAL ORAL  
DEPAKOTE C  

4081061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081061 NON-EXPEDITED N OT HQWYE966029APR03 70 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sleep disorder EFFEXOR XR S ORAL 37.5 MG, 1X PPER 1

DAY, ORAL; 75 MG 1X
PER 1 DAY, ORAL; 37.5
MG 1X PER 1 DAY,
ORAL

 

Headache BUSPAR (BUSIPIRONE
HYDROCHLORIDE)

C  

Abnormal dreams  
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4081064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081064 NON-EXPEDITED Y OT HQWYE941201OCT03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; "SEVERAL
YEARS"

 

Swelling face ALCOHOL S ORAL "DRANK A WINE
COOLER", ORAL

 

PRINZIDE C  
4081065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081065 NON-EXPEDITED N OT HQWYE926328APR03 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension EFFEXOR XR S ORAL 75 MG (3) DAILY AND

37.5 MG (1) DAILY,
ORAL;
APPROXIMATELY 1
YEAR

 

Feeling abnormal SEROQUEL C  
Disturbance in attention  
Dizziness  
Vision blurred  
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Detailed Report
4081068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081068 NON-EXPEDITED N OT HQWYE923910JUL03 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL "RAPID ESCALATION

OF DOSE FROM 37.5
MG TO 25 MG DAILY",
ORAL

 

Agitation  
Alopecia  
Dry mouth  
Fatigue  
Hypertrichosis  
Insomnia  
Nausea  
Nervousness  
Paranoia  
Urinary tract disorder  
Visual impairment  
Vomiting  
4081071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081071 NON-EXPEDITED N OT HQWYE910606AUG03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersomnia EFFEXOR XR S ORAL SEE IMAGE; "TOOK

FOR ONE WEEK"
 

4081079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081079 NON-EXPEDITED Y OT HQWYE868605AUG03 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection EFFEXOR XR S ORAL ORAL  

VITAMINS NOS C  
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4081081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081081 NON-EXPEDITED Y OT HQWYE862607JUL03 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE;

"TAPERED EVERY 2-3
WEEKS"

 

Memory impairment TOPAMAX C  
Mood swings LIPITOR C  
Feeling abnormal LISINOPRIL (LISINOPRIL) C  
Balance disorder  
Tinnitus  
4081087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081087 NON-EXPEDITED Y OT HQWYE650017JUN03 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 50 MG 1X
PER 1 DAY; 25 MG 1X
PER 1 DAY

 

Activities of daily living impaired  
Decreased appetite  
Diarrhoea  
Dizziness  
Nausea  
Unevaluable event  
Vomiting  
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4081089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2003 4081089 NON-EXPEDITED Y OT HQWYE635114APR03 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S ORAL ORAL; 450 MG 1X PER

1 DAY, ORAL; 300 MG
1X PER 1 DAY, ORAL

 

Memory impairment KLONOPIN C  
Confusional state PROTONIX C  

4020887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2003 4020887 EXPEDITED (15-DAY) Y OT HQWYE023606OCT03 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block complete EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Cardiac murmur  
Dizziness  
Dyspnoea exertional  
Mitral valve prolapse  
Palpitations  
Sinus tachycardia  
4047281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2003 4047281 EXPEDITED (15-DAY) Y OT HQWYE356502DEC03 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY;

ORAL (SEE IMAGE)
 

Maternal exposure during pregnancy  
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4056303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2003 4056303 EXPEDITED (15-DAY) Y DE,HO,LT OXCD20030023 67 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pH decreased OXYCODONE HYDROCHLORIDE S ORAL PO  
Blood pressure systolic decreased VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Bronchopneumonia  
Cardio-respiratory arrest  
Coma  
Completed suicide  
Heart rate increased  
Hepatomegaly  
Lung infiltration  
Overdose  
Pyrexia  
Vomiting  
4056308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2003 4056308 EXPEDITED (15-DAY) Y DE OXCD20030020 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen positive OXYCODONE HYDROCHLORIDE S ORAL PO  

VENLAFAXINE HYDROCHLORIDE S ORAL PO  
4060093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2003 4060093 EXPEDITED (15-DAY) Y OT HQWYE300126NOV03 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood cholesterol increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

ORAL
 

Condition aggravated ZOCOR C  
SALAGEN C  
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4046846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2004 4046846 EXPEDITED (15-DAY) Y HO HQWYE349602DEC03 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anorgasmia EFFEXOR S ORAL 7 TABLET 1X PER 1

DAY, ORAL
 

Condition aggravated EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome ADVIL C  
Eye pain TYLENOL (PARACETAMOL) C  
Blood alkaline phosphatase increased  
Headache  
Intermittent claudication  
Irritability  
Joint stiffness  
Muscle rigidity  
Myalgia  
Pain of skin  
Polymyalgia rheumatica  
Red blood cell sedimentation rate increased  
Thirst  
Treatment noncompliance  
4049086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2004 4049086 EXPEDITED (15-DAY) Y HO 20031200120 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG DAILY PO 3 WEEK

VALPROATE SODIUM S ORAL 900 MG DAILY PO 3 WEEK
SEROQUEL S 300 MG DAILY 3 WEEK
LORAZEPAM C  
TEMAZEPAM C  
JODID (POTASSIUM IODINE) C  
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4060569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2004 4060569 DIRECT N HO 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR S ORAL 75 MG 3X DAY ORAL  
Arrhythmia  
Convulsion  
Drug withdrawal syndrome  
Loss of consciousness  
Pain  
Suicidal ideation  
Tachycardia  
Vision blurred  
4060991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2004 4060991 EXPEDITED (15-DAY) Y HO,DS GBWYE486430DEC03 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR S ORAL 225 MG, ORAL;

UNKNOWN REDUCED
DOSE

 

Drug withdrawal syndrome MARVELON (DESOGESTREL /
ETHINYLESTRADIOL)

C  

Anxiety  
Insomnia  
Vomiting  
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4061059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2004 4061059 EXPEDITED (15-DAY) Y DS GBWYE485330DEC03 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsive threshold lowered EFFEXOR S ORAL 75MG ORAL  
Epilepsy SINGULAIR C  
Generalised tonic-clonic seizure SALBUTAMOL (SALBUTAMOL) C  
Head injury SALMETEROL (SALMETEROL) C  

AMITRIPTYLINE
HYDROCHLORIDE

C  

FLUTICASONE PROPIONATE C  

4063533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2004 4063533 DIRECT N DS 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S IRRIGATION 75 MG

INTRALESIONAL
 WYETH

Disturbance in social behaviour  
Drug withdrawal syndrome  
Impaired driving ability  
Impaired work ability  
Irritability  
Speech disorder  
Tremor  
Vertigo  
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4062505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2004 4062505 EXPEDITED (15-DAY) Y DE,HO,LT OXCD20030009 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood bicarbonate increased OXYCODONE HYDROCHLORIDE S ORAL PO  
Blood creatine phosphokinase increased CLONAZEPAM S ORAL PO  
Coma VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Respiratory arrest MIRTAZAPINE S ORAL PO  
Suicide attempt ACYCLOVIR S ORAL PO  
Hypoxic-ischaemic encephalopathy METHOCARBAMOL S ORAL PO  
Troponin increased TOPIRAMATE S ORAL PO  
Overdose AMLODIPINE S ORAL PO  

ATORVASTATIN S ORAL PO  
NITROGLYCERIN S ORAL PO  

4041098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2004 4041098 EXPEDITED (15-DAY) HO HQWYE699403NOV03 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 150 MG DAILY; 75 MG

DAILY
3 YR

Drug withdrawal syndrome  
Dysarthria  
Electric shock  
Energy increased  
Heart rate increased  
Hypertension  
Nausea  
Pain  
Paraesthesia  
Sleep disorder  
Tinnitus  
Tremor  
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4063738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2004 4063738 EXPEDITED (15-DAY) Y DE,HO 2003GB03378 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation ATENOLOL S ORAL 350 MG ONCE PO  
Cardiac arrest ANADIN S ORAL 79 DF ONCE PO  
Completed suicide ASPIRIN S ORAL 79 DF ONCE PO  
Cyanosis EFFEXOR S ORAL 600 MG ONCE PO  
Depressed level of consciousness SERTRALINE HYDROCHLORIDE S ORAL 14000 MG ONCE PO  
Alcohol use  
Disorientation  
Feeling abnormal  
Generalised tonic-clonic seizure  
Hypotension  
Malaise  
Nausea  
Overdose  
Peripheral coldness  
Personality disorder  
Retching  
Serotonin syndrome  
Tachycardia  
Ventricular tachycardia  

4045440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2004 4045440 EXPEDITED (15-DAY) Y OT S03-USA-04960-01 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis LEXAPRO S ORAL 10 MG QD PO  

EFFEXOR S 75 MG QD  
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4064201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2004 4064201 DIRECT Y OT 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR S ORAL LESS THAN 5M Q.D.

ORAL
 

Affect lability  
Dizziness  
Fatigue  
Medication error  
Nausea  
4066451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2004 4066451 EXPEDITED (15-DAY) Y HO,OT FRWYE490405JAN04 82 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1 DAY

ORAL
3 DAY

CORDARONE S ORAL ORAL  
PREDNISONE C  
FLUINDIONE C  
NITROGLYCERIN C  
MOPRAL (OMEPRAZOLE) C  

4066467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2004 4066467 EXPEDITED (15-DAY) Y OT GBWYE487431DEC03 74 YR Unknown IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR XR S  
Mania LITHIUM (LITHIUM) C  
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4066447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2004 4066447 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity EFFEXOR XR S  

OXYCONTIN C  
ROXICODONE C  
BACLOFEN C  
MOBIC C  

4066460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2004 4066460 DIRECT N 2 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S 112.5 MG 75 MG  
Activities of daily living impaired  
Nausea  
Nervous system disorder  

4066952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2004 4066952 EXPEDITED (15-DAY) Y OT HQWYE043105JAN04 Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endometrial hyperplasia VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

Page: 387 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4066964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2004 4066964 EXPEDITED (15-DAY) Y HO,OT FRWYE493406JAN04 68 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lichen planus EFFEXOR S ORAL ORAL 145 DAY
Rash maculo-papular NOLVADEX C  
Pigmentation disorder FLUINDIONE C  

XANAX C  
OMIX (TAMSULOSIN
HYDROCHLORIDE)

C  

DIGOXIN C  
4066966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2004 4066966 DIRECT N LT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychiatric symptom PAXIL S 1 TO 2   1        OTHER  
Suicidal ideation EFFEXOR S 1           1  OTHER  
Mental disorder  
4067089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2004 4067089 EXPEDITED (15-DAY) N DE HQWYE057605JAN04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL ORAL  
Alcohol interaction ALCOHOL S ORAL ORAL  
4067106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2004 4067106 EXPEDITED (15-DAY) N DE HQWYE975630DEC03 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75 MG, ORAL 6 WEEK
Alcohol use ALCOHOL S ORAL ORAL 1 DAY
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4068419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2004 4068419 EXPEDITED (15-DAY) N HO HQWYE028805JAN04 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug withdrawal syndrome KLONOPIN S UNKNOWN; 1 MG 3X
PER 1 DAY

 

Maternal exposure during pregnancy LITHIUM CARBONATE S OVERDOSE AMOUNT
30-40 LITHIUM
TABLETS

 

Pregnancy ZYPREXA S UNKNOWN; 15 MG 1X
PER 1 DAY

 

Medication error  
4068619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2004 4068619 EXPEDITED (15-DAY) Y OT HQWYE537011DEC03 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anorgasmia EFFEXOR XR S ORAL SEE IMAGE  
Eye disorder REMERON C  
Headache ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Dry mouth KLONOPIN C  
Blood pressure increased  
Flushing  
Hyperhidrosis  
Maculopathy  
Retinal oedema  
Tremor  
Visual field defect  
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4069687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2004 4069687 EXPEDITED (15-DAY) HO GBWYE493906JAN04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastroenteritis EFFEXOR XR S  
Unevaluable event  
6299777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2004 6299777 EXPEDITED (15-DAY) Y OT HQWYE121806JAN04 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal respiratory distress syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Dyskinesia neonatal  
Exposure during breast feeding  
Maternal drugs affecting foetus  

4035703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2004 4035703 EXPEDITED (15-DAY) Y HO FR-ROCHE-352002 15 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis ISOTRETINOIN S ORAL  ROCHE
Somnolence EFFEXOR S UNKNOWN  
Drug interaction  
Visual impairment  
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4070125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2004 4070125 EXPEDITED (15-DAY) N OT HQWYE121506JAN04 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR XR S ORAL SEE IMAGE  
Pruritus ZYPREXA S ORAL SEE IMAGE  
Burning sensation  
Drug withdrawal syndrome  
Suicidal ideation  
Weight increased  
4070130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2004 4070130 EXPEDITED (15-DAY) N DS,OT HQWYE022605JAN04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL ORAL; 75 MG, ORAL;

37.5 MG, ORAL
 

Arthralgia  
Dizziness  
Gait disturbance  
Mobility decreased  
Musculoskeletal stiffness  
Oedema peripheral  
Paraesthesia  
Vomiting  
4070940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2004 4070940 EXPEDITED (15-DAY) Y OT GBWYE497708JAN04 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150MG FREQUENCY

UNSPECIFIED ORAL
74 DAY

Agitation MIRTAZAPINE (MIRTAZAPINE) C  
Coordination abnormal  
Hyperhidrosis  
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Detailed Report
4074330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2004 4074330 DIRECT Y Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue EFFEXOR S  

4037047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2004 4037047 EXPEDITED (15-DAY) DS NLWYE391106NOV03 42 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Movement disorder EFFEXOR S ORAL 75 MG 2X PER 1 DAY  
Gait disturbance PRAXITEN PLIVA (OXAZEPAM)

(OXAZEPAM)
C  

Neck pain LORAZEPAM C  
ACETAMINOPHEN C  

4067007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2004 4067007 DIRECT Y HO 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG PO QAM  
Asthenia  
Mental disorder  
Muscular weakness  
Somnolence  
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Detailed Report
4067262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2004 4067262 DIRECT Y LT 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alveolitis allergic VENLAFAXINE S ORAL 150 MG DAILY ORAL  
Hypersensitivity FUROSEMIDE C  
Pneumonitis EZETIMIBE C  
Pneumonia ATORVASTATIN C  

LEVOTHYROXINE C  
TRANSDERMAL ESTROGEN C  
VALDECOXIB C  

4074011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2004 4074011 EXPEDITED (15-DAY) N OT HQWYE190508JAN04 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Activities of daily living impaired EFFEXOR S ORAL BEGAN AT 37.5 MG, T

HEN 75 MG, THEN 150
MG AND THEN
WEANES OFF, ORAL

 

Drug withdrawal syndrome  
Economic problem  
Emotional distress  
Fear  
Fear of disease  
Indifference  
Intentional self-injury  
Legal problem  
Memory impairment  
Myocardial infarction  
Serum serotonin decreased  
Tremor  
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4054890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4054890 EXPEDITED (15-DAY) Y HO,LT,OT SEWYE467116DEC03 < 1 DAY Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus EFFEXOR S ORAL 225 MG 1 X PER 1

DAY, ORAL
 

Central nervous system function test abnormal  
Maternal exposure during pregnancy  
Neonatal tachypnoea  
Tremor  
4066991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4066991 EXPEDITED (15-DAY) Y HO,OT HQWYE960730DEC03 82 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia CORDARONE S ORAL 200 MG DOSE WITH

UNSPECIFIED DAILY
FREQUENCY

940 DAY

Blood glucose fluctuation EFFEXOR S ORAL 37.5 MG 1X PER 1
DAY; 75 MG 1X PER 1
DAY

44 DAY

PREDNISONE C  
FLUINDIONE C  
NITROGLYCERIN C  
MOPRAL (OMEPRAZOLE) C  
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4074405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4074405 EXPEDITED (15-DAY) OT HQWYE286113JAN04 46 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 300 MG DAILY

(PROGRESSIVE
TITRATION FOR FIRST
3

40 DAY

Drug interaction LITHIUM CARBONATE S ORAL BASED ON 24-HOUR
SINGLE DOSE
PLASMA LEVEL

12 DAY

Drug ineffective  
Hypomania  
Nausea  
Tremor  
4074642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4074642 EXPEDITED (15-DAY) N OT HQWYE150307JAN04 24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective ALESSE 28 S ORAL 1 TABLET DAILY ORAL  
Drug interaction EFFEXOR XR S  
Abortion induced  
Maternal exposure during pregnancy  
Pregnancy on oral contraceptive  
4074683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4074683 EXPEDITED (15-DAY) Y OT HQWYE188807JAN04 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Somnambulism IMOVANE (ZOPICLONE) S  
Loss of consciousness  
Sleep disorder  
Vision blurred  
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Detailed Report
4074709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4074709 EXPEDITED (15-DAY) HO HQWYE216009JAN04 57 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agranulocytosis EFFEXOR S ORAL 37.5 MG 2X PER 1

DAY; 75 MG 2X PER 1
DAY; 75 MG 3X PER 1
DAY

2 MTH

Condition aggravated CEFTIN C  
Fatigue TENORMIN C  
Pyrexia ATIVAN C  
General physical health deterioration GLUCOPHAGE C  
Headache ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Bone marrow failure  
Chills  
Cough  
Ear infection  
Lymphocyte morphology abnormal  
Myeloid maturation arrest  
Pancytopenia  
Pharyngitis  
Sinus polyp  
Thrombocytopenia  
White blood cell disorder  
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Detailed Report
4074755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4074755 EXPEDITED (15-DAY) OT HQWYE201308JAN04 45 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 300 MG DAILY

(PROGRESSIVE
TITRATION FOR FIRST
3

40 DAY

Drug interaction LITHIUM CARBONATE S ORAL BASED ON 24-HOUR
SINGLE DOSE
PLASMA LEVEL; ORAL

12 DAY

Drug ineffective  
Hypomania  
Nausea  
Tremor  
4074835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4074835 EXPEDITED (15-DAY) OT HQWYE264013JAN04 32 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 MG 1X PER 1 DAY;

ORAL
3 DAY

Hypotension ALPRAZOLAM S 1 MG/DAY TWICE
DAILY

4 DAY

DIAZEPAM (DIAZEPAM) C  
4075138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4075138 EXPEDITED (15-DAY) OT HQWYE263913JAN04 39 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL SEE IMAGE 2 WEEK
Hypotension DIAZEPAM S 10 MG 1X PER 1 DAY  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4075175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 4075175 EXPEDITED (15-DAY) Y DE,HO HQWYE201508JAN04 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT-

APPROXIMATELY 30
G, ORAL

 

Abdominal abscess  
Cardiac index decreased  
Convulsion  
Cytogenetic abnormality  
Depressed level of consciousness  
Gastrointestinal motility disorder  
Hypotension  
Intestinal infarction  
Intestinal ischaemia  
Intestinal perforation  
Large intestine perforation  
Medication residue present  
Myoclonus  
Pneumatosis intestinalis  
Pyrexia  
Vascular resistance systemic decreased  
Ventricular tachycardia  
6089069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2004 6089069 EXPEDITED (15-DAY) OT HQWYE238612JAN04 28 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
6 DAY

Hypotension ALPRAZOLAM (ALPRAZOLAM) S 1 MG 2X PER 1 DAY 6 DAY
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4047253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2004 4047253 EXPEDITED (15-DAY) Y DE,HO GBWYE405314NOV03 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL SEE IMAGE  
Intentional overdose ALCOHOL S ORAL ORAL 1 DAY
Nausea ACETAMINOPHEN\CODEINE

\HYDROCODONE\OXYCODONE
\PROPOXYPHENE\TRAMADOL

S ORAL 79 PARACETAMOL
AND ASPIRIN
TABLETS ORAL

 

Alcohol poisoning ASPIRIN S ORAL 79 PARACETAMOL
AND ASPIRIN
TABLETS ORAL

1 DAY

Hypotension ATENOLOL S ORAL 14 X 25MG OVERDOSE
ORAL

1 DAY

Tachycardia SERTRALINE HYDROCHLORIDE S ORAL 14 X 100MG
OVERDOSE ORAL

1 DAY

Agitation  
Cardiac arrest  
Cyanosis  
Depressed level of consciousness  
Disorientation  
Generalised tonic-clonic seizure  
Malaise  
Overdose  
Peripheral coldness  
Personality disorder  
Retching  
Serotonin syndrome  
Ventricular tachycardia  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4074276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2004 4074276 DIRECT N LT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR XR S ORAL 37.5 2/PER DAY ORAL  
Asthenia  
Confusional state  
Hyperhidrosis  
Medication error  
Paraesthesia  
Syncope  
Vomiting projectile  

4078180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2004 4078180 DIRECT N HO 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea LEXAPRO S  
Vomiting EFFEXOR S  
Syncope SKELAXIN C  
Hyperhidrosis PREVACID C  
Palpitations PEPCID C  

PREMARIN C  
CELEBREX C  
AMBIEN C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4078985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2004 4078985 DIRECT Y 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petechiae EFFEXOR S ORAL 75 MG QD ORAL  

SILDENAFIL C  
OXYCODONE AND
ACETAMINOPHEN

C  

VITAMIN E C  
ASCORBIC ACID C  
OXYCODONE HYDROCHLORIDE C  
NISOLIDIPINE C  
BISACODYL C  
LACTULOSE C  
SENNA C  
WHITE PETROLATU/MENTHOL C  
METHOCARBAMOL C  
GABAPENTIN C  
ENALAPRIL C  
AMLODIPINE C  
AMITRIPTYLINE C  

4037064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2004 4037064 EXPEDITED (15-DAY) Y HO NLWYE399612NOV03 79 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL SEE IMAGE  
Conversion disorder XANAX C  

ZYPREXA C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4044734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2004 4044734 EXPEDITED (15-DAY) Y HO DEWYE425726NOV03 52 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 2 DAY
Hepatic enzyme increased METOPROLOL S ORAL SEE IMAGE  
Gamma-glutamyltransferase increased MIRTAZAPINE S ORAL SEE IMAGE 14 DAY
Alanine aminotransferase increased RISPERDAL S ORAL 2MG  

LORAZEPAM S ORAL SEE IMAGE 21 DAY
QUILONUM - SLOW RELEASE
(LITHIUM CARBONATE)

C  

CHLORALDURAT (CHLORAL
HYDRATE)

C  

4070782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2004 4070782 EXPEDITED (15-DAY) Y HO DEWYE499408JAN04 52 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction LORAZEPAM S ORAL SEE IMAGE 21 DAY
Hepatic enzyme increased METOPROLOL SUCCINATE S ORAL SEE IMAGE 6 DAY

MIRTAZAPINE S ORAL SEE IMAGE 14 DAY
RISPERDAL S ORAL 2 MG 1 X PER 1 DAY  
VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 2 DAY
QUILONUM - SLOW RELEASE
(LITHIUM CARBONATE)

C  

CHLORALDURAT (CHLORAL
HYDRATE)

C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4046919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2004 4046919 EXPEDITED (15-DAY) Y HO,OT HQWYE390303DEC03 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hostility EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Screaming ASPIRIN S ORAL ORAL  
Suicide attempt ADVIL S ORAL ORAL  
Intentional overdose  
Personality change  
4079572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2004 4079572 DIRECT Y DS 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR S ORAL 75MG  QD  ORAL  WYETH AYERST
Anger  
Condition aggravated  
Crying  
Disturbance in attention  
Drug withdrawal syndrome  
Feeling abnormal  
Hangover  
Mood swings  
Tinnitus  
Weight increased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4080419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2004 4080419 EXPEDITED (15-DAY) Y OT FRWYE521520JAN04 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S ORAL BETWEEN 200 MG

AND 250 MG DAILY
 

Antidepressant drug level increased  
Apathy  
Fall  
Gait disturbance  
4080448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2004 4080448 EXPEDITED (15-DAY) Y DS HQWYE464019JAN04 42 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fibromyalgia EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY

ORAL
 

Myalgia  
4080540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2004 4080540 EXPEDITED (15-DAY) Y HO 2003-111344-NL 24 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Henoch-Schonlein purpura MIRTAZAPINE S 45 MG QD  
Abdominal pain VENLAFAXINE HYDROCHLORIDE S 225 MG  
Drug interaction SEROQUEL C  

CLOPENTHIXOL
HYDROCHLORIDE

C  

ORPHENDRINE
HYDROCHLORIDE

C  

ZOLPIDEM TARTRATE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4080634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2004 4080634 EXPEDITED (15-DAY) Y HO HQWYE464619JAN04 84 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 75 MG 2X PER 1 DAY,

ORAL
9 DAY

Hypokalaemia DIOVAN HCT S ORAL 12.5 MG/80 MG ONCE
DAILY, ORAL

 

Hypomagnesaemia FOSAMAX C  
Fall CALCIMAGON (CALCIUM

CARBONATE/COLECALCIFEROL)
C  

Syncope NIMESULIDE (NIMESULIDE) C  
Decreased appetite PASPERTIN (METOCLOPRAMIDE

HYDROCHLORIDE)
C  

Amnesia  
4081323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2004 4081323 EXPEDITED (15-DAY) Y OT HQWYE256413JAN04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL ORAL  
Alcohol problem  

4081214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2004 4081214 EXPEDITED (15-DAY) OT HQWYE480620JAN04 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Elevated mood RISPERDAL S ORAL SEE IMAGE  
Aggression ZOLOFT S 100 MG IN THE

MORNING AND 50 MG
MID-DAY

 

Anger  
Legal problem  
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Detailed Report
4081274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2004 4081274 DIRECT N OT Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR XR S 1 PER DAY  
Activities of daily living impaired  
Dizziness  
Drug withdrawal syndrome  
Feeling abnormal  
Nausea  
Nervous system disorder  
Vertigo  

4083539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2004 4083539 EXPEDITED (15-DAY) Y OT GBWYE536626JAN04 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Unintended pregnancy  
4083620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2004 4083620 EXPEDITED (15-DAY) DE,HO HQWYE388915JAN04 41 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL UNKNOWN AMOUNT

OF 75 MG TABLETS
(OVERDOSE AMOUNT)

1 DAY

Cardio-respiratory arrest  
Hepatic steatosis  
Loss of consciousness  
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Detailed Report
4084184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2004 4084184 EXPEDITED (15-DAY) Y HO DEWYE479722DEC03 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence VENLAFAXINE HYDROCHLORIDE S ORAL 75 - 375 MG DAILY 105 DAY
Drug withdrawal syndrome CARBAMAZEPINE C  
Disorientation VALPROIC ACID C  
Euphoric mood RISPERDAL C  

4081595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2004 4081595 EXPEDITED (15-DAY) Y HO,OT FRWYE527322JAN04 23 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL ORAL 1 DAY
Coma ATARAX S ORAL ORAL 1 DAY
Hypotonia VALPROATE SODIUM S ORAL ORAL 1 DAY
Heart rate increased OXAZEPAM S ORAL ORAL 1 DAY
Pneumonia aspiration TIAPRIDE S ORAL ORAL 1 DAY
Acute respiratory failure  
Laryngeal oedema  
Overdose  

Page: 407 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data
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Detailed Report
3923498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2004 3923498 EXPEDITED (15-DAY) Y HO DK-
GLAXOSMITHKLINE-
B0296208A

27 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination LAMICTAL S 50MG per day  GLAXOSMITHKLINE
Body temperature increased VENLAFAXINE HYDROCHLORIDE S  
Rash PENICILLIN S  GLAXOSMITHKLINE
Back pain  
Disturbance in attention  
Headache  
Hepatic enzyme increased  
Hypoacusis  
Inflammation  
Vision blurred  
4072917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2004 4072917 EXPEDITED (15-DAY) Y OT GBWYE504612JAN04 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR S ORAL 225MG, ORAL  
Artificial rupture of membranes  
Maternal drugs affecting foetus  
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Detailed Report
4075426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2004 4075426 NON-EXPEDITED Y US-BRISTOL-MYERS
SQUIBB
COMPANY-12372553

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervousness TRAZODONE HYDROCHLORIDE S ORAL  APOTHECON

EFFEXOR S  
XANAX S  
LAMICTAL S  
NEURONTIN S  
SYNTHROID S  

4076125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2004 4076125 NON-EXPEDITED Y US-BRISTOL-MYERS
SQUIBB
COMPANY-12333696

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal SERZONE S ORAL  BRISTOL MYERS SQUIBB

EFFEXOR S prescribed for "one
week"

 

WELLBUTRIN S prescribed for the
"second week"

 

4083839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2004 4083839 EXPEDITED (15-DAY) Y OT GBWYE534826JAN04 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL OD ORAL  

Drug ineffective EFFEXOR S OD  
Pregnancy on oral contraceptive  
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Detailed Report
4087442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2004 4087442 NON-EXPEDITED Y OT PHEH2003US02537 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion RITALIN S 25 MG, TID  

METHADONE HYDROCHLORIDE S 100 MG, TID  
MORPHINE SULFATE S 60 MG, Q3-4HR PRN  
ACTIQ S ORAL PRN, ORAL  
PROVIGIL S 300MG/DAY  
EFFEXOR S 225 MG, QHS  

7226090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2004 7226090 NON-EXPEDITED N US-BRISTOL-MYERS
SQUIBB
COMPANY-12286415

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome SERZONE S ORAL 100 mg daily in the

evening,meds not taken
for 1 wk as of 23-
May-03,then restarted

1 YR BRISTOL MYERS SQUIBB

EFFEXOR S  
NEURONTIN S  
REQUIP S  
FLEXERIL S  
ADDERALL S "Adderall XR"  
VITAMIN B12 C PARENTERAL  

Page: 410 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4070264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2004 4070264 EXPEDITED (15-DAY) Y HO 2004SE00022 24 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Henoch-Schonlein purpura SEROQUEL S ORAL 300 MG QD PO  
Skin haemorrhage SEROQUEL S ORAL 700 MG QD PO  
Abdominal pain upper REMERON S ORAL 45 MG QD PO  

EFFEXOR S ORAL 225 MG QD PO  
CISORDINOL C  
DISIPAL C  
ZOLPIDEM TARTRATE C  

4083753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2004 4083753 EXPEDITED (15-DAY) Y OT GBWYE534626JAN04 56 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR S ORAL 1 TABLET 1X PER 1

DAY
 

FLUCLOXACILLIN SODIUM
MONOHYDRATE

C  

DICLOFENAC SODIUM C  
4087576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2004 4087576 EXPEDITED (15-DAY) Y OT GBWYE544529JAN04 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal vein thrombosis EFFEXOR S 1-2 ON 191 DAY

CLARITHROMYCIN
(CFLARITHROMYCIN)

C  
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Detailed Report
4066476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4066476 EXPEDITED (15-DAY) Y OT GBWYE487631DEC03 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL TITRATED UP TO

300MG OVER 4
WEEKS

36 DAY

Hypertension FLUOXETINE HCL C  
Headache  
Palpitations  
4070196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4070196 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0320048A

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxic epidermal necrolysis COMBIVIR S ORAL 1UNIT Twice per day 16 DAY GLAXOSMITHKLINE
Stevens-Johnson syndrome VIRAMUNE S ORAL 2UNIT per day 16 DAY
Erythema OXETORONE FUMARATE S ORAL 2UNIT Per day 9 DAY
Conjunctivitis OXAZEPAM S ORAL 200MG Per day 11 WEEK
Skin disorder STILNOX S ORAL 2UNIT Twice per day 4 MTH

EFFEXOR S ORAL 200MG Per day 7 MTH
IBUPROFEN S 3 DAY GLAXOSMITHKLINE
DOXEPIN HYDROCHLORIDE S ORAL 2UNIT Per day 4 WEEK
NORETHINDRONE S ORAL  

4078919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4078919 EXPEDITED (15-DAY) HO,OT FRWYE514016JAN04 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxic epidermal necrolysis EFFEXOR S ORAL 200 MG 1X PER 1 DAY

ORAL
229 DAY

Stevens-Johnson syndrome  
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Detailed Report
4086109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4086109 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL 150 MG DAILY ORAL  
Anxiety  
Blood pressure increased  
Constipation  
Convulsion  
Diarrhoea  
Hyperhidrosis  
Irritable bowel syndrome  
Migraine  
Mood swings  
Nephrolithiasis  
Nightmare  
Obsessive thoughts  
Oedema peripheral  
Tremor  
4086898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4086898 DIRECT Y OT 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle rigidity EFFEXOR S ORAL 300 MG DAILY ORAL  AYERST
Loss of consciousness QUETIAPINE C  
Tremor LOVASTATIN C  
Hearing impaired ADALAT CC C  
Asthenia LANSOPRAZOLE C  

COMBIVENT C  
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Detailed Report
4087903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4087903 EXPEDITED (15-DAY) Y HO 2004-112288-NL 59 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperlipidaemia MIRTAZAPINE S 30 MG/45 MG  
Low density lipoprotein increased VENLAFAXINE HYDROCHLORIDE S 225 MG  
Blood triglycerides increased CLOTIAPINE C  
Blood cholesterol increased  
4088007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4088007 EXPEDITED (15-DAY) Y OT US-
JNJFOC-20040105486

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukocytosis RISPERDAL S ORAL 8 MG,  IN 1 DAY, ORAL  
Polycythaemia CLOZAPINE S ORAL 400 MG, 1 IN 1 DAY,

ORAL
 

EFFEXOR S 150 MG, 1 IN 1 DAY  
BENADRYL C  
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Detailed Report
4089995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4089995 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness PROZAC S ORAL ONCE/TWICE DAILY

ORAL
 

Visual impairment SERZONE S ORAL ONCE DAILY ORAL  
Phobia EFFEXOR S ONCE DAILY ORAL  
Abnormal behaviour  
Anxiety  
Depression  
Drug ineffective  
Fear  
Hallucination  
Insomnia  
Lyme disease  
Nerve injury  
Nervousness  
Nightmare  
Postpartum disorder  
Psychomotor hyperactivity  
Suicidal ideation  
Tremor  
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Detailed Report
4095190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2004 4095190 EXPEDITED (15-DAY) Y DE USA-2004-0012641 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bronchopneumonia OXYCODONE HYDROCHLORIDE S  
Toxicity to various agents DIPHENHYDRAMINE S  
Arteriosclerosis coronary artery VENLAFAXINE HYDROCHLORIDE S  
Arteriosclerosis DOXYLAMINE SUCCINATE S  
Myocardial fibrosis AMITRIPTYLINE S  
Coma DEXTROMETHORPHAN

HYDROBROMIDE
S  

Overdose CHLORPHENIRAMINE S  
Accidental overdose  

4042099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2004 4042099 EXPEDITED (15-DAY) Y 2003-110405-NL 52 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic enzyme increased MIRTAZAPINE S ORAL 15 MG/45 MG, ORAL 2 WEEK
Alanine aminotransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG, ORAL;75 MG;

150 MG;187.5 MG;225
MG; 150 MG

2 DAY

Gamma-glutamyltransferase increased LORAZEPAM S ORAL 1.5 MG, ORAL;3 MG; 2
MG; 1.5 MG; 1 MG; 0.5
MG

3 WEEK

Potentiating drug interaction METOPROLOL SUCCINATE S ORAL 47.5 MG/95 MG, ORAL 6 DAY
RISPERIDONE S ORAL 2 MG, ORAL  
CHLORAL HYDRATE C  

4087245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2004 4087245 DIRECT Y OT,RI 90 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphonia EFFEXOR XR S ORAL 37.5 MG BID PO  
Aggression ALEVE S ORAL 220 MG PO BID  
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Detailed Report
4089491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2004 4089491 EXPEDITED (15-DAY) Y HO DEWYE542629JAN04 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 2-3 TABLETS ORAL 1 DAY
Apathy ALCOHOL S ORAL ORAL 1 DAY
Convulsion OPIPRAMOL HYDROCHLORIDE S ORAL 2-3 TABLETS 1 DAY
Circulatory collapse ATENOLOL S ORAL ORAL 1 DAY
Tachycardia OXAZEPAM S 10 TABLETS

(OVERDOSE AMOUNT
100 MG)

1 DAY

Gastrointestinal sounds abnormal RISPERDAL S ORAL 2-3 TABLETS 1 DAY
Overdose  
4089723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2004 4089723 EXPEDITED (15-DAY) Y HO,OT FRWYE542929JAN04 25 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL 50 MG 80X PER 1 DAY  
Sinus tachycardia ALCOHOL S ORAL 1 DAY
Alcohol use  
Bundle branch block right  
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Detailed Report
3746860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2004 3746860 EXPEDITED (15-DAY) Y HO,LT,OT HQ9960220APR2001 13 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 7200 MG OVERDOSE

AMOUNT (FORTY-
EIGHT 150 MG
CAPSULES), ORAL

1 DAY

Suicide attempt BENZAMYCIN (BENZOYL
PEROXIDE/ERYTHROMYCIN)

C  

Generalised tonic-clonic seizure PYRIDOXINE HYDROCHLORIDE C  
Apnoea  
Confusional state  
False positive investigation result  
Mydriasis  
Sinus tachycardia  
4087461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2004 4087461 DIRECT Y LT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression ZOLOFT S  
Suicidal ideation EFFEXOR S  
Crying  
4087864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2004 4087864 DIRECT N DE < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S ORAL 37.5 MG TWICE DAIL

ORAL
 

Gun shot wound  
Intentional self-injury  
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Detailed Report
4090222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2004 4090222 EXPEDITED (15-DAY) Y OT K200400114 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unintended pregnancy ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 0.15 MG LEVON/ .03MG

ESTRADIOL,QD,ORAL
 

Drug interaction EFFEXOR S QD  

4087969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2004 4087969 DIRECT N OT 14 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 1 CAPSUL FOR 7 DAYS

ORAL; 2 CAPSUL
AFTER 7 DA ORAL

 WYETH

Abnormal behaviour  
Aggression  
Homicidal ideation  
Legal problem  
4091189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2004 4091189 EXPEDITED (15-DAY) Y HO A02200400181 51 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eczema TRANXENE T-TAB S ORAL  
Pruritus ZOLPIDEM S ORAL 749 DAY
Hyperhidrosis EFFEXOR S ORAL 50 MG TID  
Night sweats  
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Detailed Report
4091218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2004 4091218 EXPEDITED (15-DAY) Y DS GBWYE561605FEB04 79 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 1 DAILY(DOSE

UNSPECIFIED), ORAL
 

Nausea DIETHYLAMINE SALICYLATE
(DIETHYLAMINE SALICYLATE)

C  

Anxiety RISPERIDONE (RISPERIDONE) C  
Condition aggravated  
Tremor  
4091225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2004 4091225 EXPEDITED (15-DAY) Y HO A02200400186 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxic epidermal necrolysis ZOLPIDEM S ORAL 20 MG BID 136 DAY
Stevens-Johnson syndrome OXETORONE FUMARATE S ORAL 120 MG OD 9 DAY
Drug abuser DOXEPIN HYDROCHLORIDE S ORAL 2 DF OD 30 DAY

OXAZEPAM S ORAL 200 MG OD 79 DAY
EFFEXOR S ORAL 200 MG OD 240 DAY
COMBIVIR S ORAL 450 MG BID 16 DAY

4091226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2004 4091226 EXPEDITED (15-DAY) Y OT GBWYE559505FEB04 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal vein thrombosis EFFEXOR S ORAL SEE IMAGE 11 DAY
Hypertension FLUOXETINE C  
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Detailed Report
4091353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2004 4091353 EXPEDITED (15-DAY) Y HO HQWYE618528JAN04 59 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyslipidaemia EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY  
Depression REMERON S SEE IMAGE 17 DAY
Condition aggravated  
4091362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2004 4091362 EXPEDITED (15-DAY) Y OT HQWYE568227JAN04 29 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL 30-37.5 MG TABLETS

(OVERDOSE AMOUNT)
1 DAY

Macrocytosis ADCO-SINAL CO (CODEINE
PHOSPHATE/PARACETAMOL/
PHENYLPROPANOLAMINE
HYDROCHLORIDE/
PHENYLTOLOXAMINE CITR

C  

Abdominal pain  
Diarrhoea  
Gamma-glutamyltransferase increased  
Hepatic function abnormal  
Hepatomegaly  
Monocytosis  
4091698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2004 4091698 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE490209DEC03 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Hepatic neoplasm TRAZODONE HYDROCHLORIDE C  
Post procedural complication  
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3873239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2004 3873239 EXPEDITED (15-DAY) Y DE,HO 2002IC000296 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion LIBRIUM S ORAL ORAL  
Posturing TYLENOL S ORAL ORAL  
Nystagmus EXTRA STRENGTH TYLENOL PM S ORAL ORAL  
Tachycardia EFFEXOR S ORAL ORAL  
Body temperature increased WELLBUTRIN SR S ORAL ORAL  
Pupil fixed AMBIEN S ORAL ORAL  
Rhabdomyolysis SKELAXIN S ORAL ORAL  
Renal failure MIDOL S ORAL ORAL  
Hepatic failure PYRIDIUM S ORAL ORAL  
Disseminated intravascular coagulation ALEVE S ORAL ORAL  
Suicide attempt RELAFEN S ORAL ORAL  
Completed suicide  
Drug interaction  
Overdose  
4036525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2004 4036525 EXPEDITED (15-DAY) Y OT HQWYE432322OCT03 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Craniocerebral injury EFFEXOR S ORAL 3.75 MG 1X PER 1 DAY

ORAL
 

Amnesia  
Concussion  
Dysarthria  
Dysphemia  
Fall  
Tinnitus  
Vertigo  
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Detailed Report
4051013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2004 4051013 EXPEDITED (15-DAY) Y DE,HO,OT GB-BRISTOL-MYERS
SQUIBB
COMPANY-12460341

24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ATENOLOL S ORAL  
Completed suicide ACETYLSALICYLIC ACID S ORAL  
Cardiac arrest ANADIN S ORAL  
Generalised tonic-clonic seizure EFFEXOR S ORAL Dose:75 mg OD 03-

Apr-2001-unspec.,then
150 mg OD 03-Jul-2001-
unspec., then 8 x 75 mg
on 22-Nov-2003.

 

Depressed level of consciousness SERTRALINE HYDROCHLORIDE S ORAL Dose:  14 x 100 mg  
Cyanosis ALCOHOL S ORAL  
Agitation  
Disorientation  
Feeling abnormal  
Hypotension  
Malaise  
Nausea  
Peripheral coldness  
Personality disorder  
Retching  
Serotonin syndrome  
Tachycardia  
Ventricular tachycardia  
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Detailed Report
4081017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2004 4081017 EXPEDITED (15-DAY) Y DE,HO 2004GB00139 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ATENOLOL S ORAL 350 MG ONCE PO  
Hypotension ASPIRIN S  
Tachycardia ANADIN S  
Retching EFFEXOR S ORAL 600 MG ONCE PO  
Serotonin syndrome SERTRALINE HYDROCHLORIDE S ORAL 1400 MG ONCE PO  
Generalised tonic-clonic seizure ALCOHOL S  
Agitation  
Alcohol use  
Cardiac arrest  
Cyanosis  
Depressed level of consciousness  
Disorientation  
Malaise  
Nausea  
Overdose  
Peripheral coldness  
Personality disorder  
4087883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2004 4087883 EXPEDITED (15-DAY) Y DE,HO FRWYE544229JAN04 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal distress syndrome EFFEXOR S TRANSPLACENTAL ORAL  
Maternal drugs affecting foetus ANAFRANIL S TRANSPLACENTAL 37.5 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy VALPROATE SODIUM S TRANSPLACENTAL  
HALDOL S TRANSPLACENTAL  
ANETHOLTRITHION S TRANSPLACENTAL  
TRIMEPRAZINE S TRANSPLACENTAL  
XANAX S TRANSPLACENTAL  
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3937509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2004 3937509 EXPEDITED (15-DAY) Y DE HQWYE618911APR03 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Loss of consciousness ALCOHOL (ETHANOL) S  
Completed suicide AMBIEN S  
Asphyxia ELAVIL S ORAL 20 MG 1X PER 1 DAY,

ORAL
 

Alcohol use MAXALT C  
Akathisia  
Condition aggravated  
Depression  
Impulsive behaviour  
Serotonin syndrome  
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Detailed Report
7518469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2004 7518469 EXPEDITED (15-DAY) Y HO,LT,OT SEWYE558705FEB04 61 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholestasis EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL

15 DAY

Vomiting DEPAKINE (VALPROATE
SODIUM)

S ORAL 500 MG 2X PER 1 DAY,
ORAL

58 DAY

Abdominal pain REMERON C  
Jaundice FOSAMAX C  
Blood alkaline phosphatase increased OXAZEPAM C  
Activated partial thromboplastin time prolonged  
Alanine aminotransferase increased  
Amylase increased  
Aspartate aminotransferase increased  
Bilirubin conjugated increased  
Blood bilirubin increased  
Gamma-glutamyltransferase increased  
Hepatitis A antibody negative  
Hepatitis A antibody positive  
Serum ferritin increased  
White blood cell count increased  
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3916816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2004 3916816 EXPEDITED (15-DAY) Y DE,OT USA-2003-0005290 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S ORAL SEE IMAGE  
Dependence HYDROCODONE BITARTRATE S 167 DAY
Intentional product misuse EFFEXOR S ORAL 37.5 MG, AM, ORAL  
Drug abuser MIRTAZAPINE S 167 DAY
Chest pain ALPRAZOLAM S 167 DAY
Constipation PAN-MIST LA (GUAIFENESIN,

PSEUDOEPHEDRINE
HYDROCHLORIDE)

C  

Confusional state  
Disorientation  
Dysphagia  
Ear discomfort  
Inadequate analgesia  
Injury  
Memory impairment  
Pain  
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4055990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2004 4055990 EXPEDITED (15-DAY) Y DE,HO 200310620BNE 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retching ACETYLSALICYLIC ACID S ORAL ORAL  
Intentional overdose ACETAMINOPHEN S ORAL ORAL  
Nausea ATENOLOL S ORAL 350 MG, TOTAL DAILY,

ORAL
 

Hypotension EFFEXOR S ORAL SEE IMAGE  
Disorientation SERTRALINE HYDROCHLORIDE S ORAL 1400 MG, TOTAL

DAILY, ORAL
 

Ventricular tachycardia ALCOHOL S  
Agitation  
Alcohol use  
Cardiac arrest  
Cyanosis  
Depressed level of consciousness  
Generalised tonic-clonic seizure  
Malaise  
Overdose  
Peripheral coldness  
Personality disorder  
Serotonin syndrome  
Tachycardia  
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4086701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2004 4086701 NON-EXPEDITED N OT US-
GLAXOSMITHKLINE-
A0364842A

34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence PAXIL S ORAL 5 YR GLAXOSMITHKLINE
Drug withdrawal syndrome LOVASTATIN S UNKNOWN 20MG At night  
Hyperhidrosis EFFEXOR S ORAL 1CAP At night  
Vomiting ATARAX C 25MG Three times per

day
 

Agitation CATAPRES-TTS C .2MG Three times per
day

 

Insomnia TENORMIN C 100MG Per day  
Nervousness ZOCOR C 20MG Per day  
Headache BENADRYL C 50MG As required  GLAXOSMITHKLINE
Heart rate increased ATIVAN C 1MG As required  
Sexual dysfunction ASPIRIN C 325MG As required  GLAXOSMITHKLINE
Abdominal pain upper TRIAMTERENE C 75MG Per day  GLAXOSMITHKLINE
Abdominal distension HCTZ C 50MG Per day  
Hepatocellular injury PIROXICAM C ORAL 20MG Per day  
Pain MAXZIDE C ORAL  GLAXOSMITHKLINE
Liver injury BUSPAR C  
Blood alkaline phosphatase increased IBUPROFEN C 600MG As required  GLAXOSMITHKLINE
Alanine aminotransferase increased  
Anxiety  
Aspartate aminotransferase increased  
Nightmare  
Panic attack  
Tremor  
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Detailed Report
4091317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2004 4091317 EXPEDITED (15-DAY) Y OT GBWYE552603FEB04 51 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms EFFEXOR S ORAL 1 TABLET 1X PER 1

DAY ORAL
4 DAY

HYDROCORTISONE C  
4093057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2004 4093057 EXPEDITED (15-DAY) N OT HQWYE532722JAN04 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Agitation  
Crying  
Depression  
Dizziness  
Nausea  
Nervousness  

3972328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2004 3972328 EXPEDITED (15-DAY) Y DS,OT GBWYE209808JUL03 35 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR S ORAL 150 MG 1X PER 1 DAY 70 DAY
Aggression  
Psychotic disorder  
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4087955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2004 4087955 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0322738A

43 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cognitive disorder EPIVIR S ORAL 300MG per day  GLAXOSMITHKLINE
Disorientation ZIAGEN S ORAL 600MG per day  GLAXOSMITHKLINE
Fall DEPAKENE S ORAL 2.5G per day  

LOXAPAC S ORAL 25MG Per day  
ATAZANAVIR S ORAL 400MG per day  
EFFEXOR S ORAL 75MG Per day  

4092191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2004 4092191 DIRECT Y HO 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL PO  
Anxiety  
Dizziness  
Hyperhidrosis  
Palpitations  
Paraesthesia  
Tremor  
4093986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2004 4093986 EXPEDITED (15-DAY) Y OT HQWYE806703FEB04 29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus inadequate control EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
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4094064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2004 4094064 EXPEDITED (15-DAY) Y GBWYE571110FEB04 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5MG FREQUENCY

UNSPECIFIED
 

Drug dependence  
Feeling abnormal  

4065123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2004 4065123 EXPEDITED (15-DAY) N HO,OT FR-GLAXOSMITHKLINE-
B0319145A

39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperpyrexia DEROXAT S ORAL 12 DAY GLAXOSMITHKLINE
Coma EFFEXOR S ORAL 12 DAY
Rhabdomyolysis CLAFORAN C UNKNOWN  
Thrombocytopenia OFLOXACIN C UNKNOWN  
Pseudomonas infection AOTAL C ORAL  
Urinary tract infection enterococcal VITAMINE B1 B6 C UNKNOWN  
Pneumonia  
Urinary tract infection pseudomonal  
4086567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2004 4086567 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0418405A

18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Influenza like illness PAXIL S ORAL 4 YR GLAXOSMITHKLINE
Abdominal discomfort EFFEXOR S  
Drug ineffective  
Headache  
Hypersomnia  
Nausea  
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4088532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2004 4088532 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0407795A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bruxism LAMICTAL S ORAL  GLAXOSMITHKLINE
Trismus EFFEXOR S UNKNOWN  
Vertigo DEPAKOTE C 1000MG Unknown  

AMBIEN C  

4017789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4017789 EXPEDITED (15-DAY) Y OT HQWYE950101OCT03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Macular oedema EFFEXOR XR S ORAL SEE IMAGE  
Visual acuity reduced LIPITOR C  

DETROL C  
MAXZIDE C  
ASA (ACETYLSALICYLIC ACID) C  
CELEBREX C  
GLUCOSAMINE (GLUCOSAMINE) C  
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4060239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4060239 EXPEDITED (15-DAY) Y DE,HO 2003126080 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal SERTRALINE HYDROCHLORIDE S ORAL 1400 MG ONCE, ORAL  
Hypertension ATENOLOL S ORAL 350 MG ONCE, ORAL  
Tachycardia ACETAMINOPHEN S ORAL ONCE, ORAL  
Agitation ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
S ORAL ONCE, ORAL  

Retching VENLAFAXINE HYDROCHLORIDE S ORAL 1200 MG ONCE, ORAL  
Disorientation ALCOHOL S ONCE  
Personality disorder UNSPECIFIED INGREDIENT C  
Cardiac arrest  
Cardiac disorder  
Cyanosis  
Depressed level of consciousness  
Drug abuser  
Generalised tonic-clonic seizure  
Intentional overdose  
Nausea  
Overdose  
Peripheral coldness  
Serotonin syndrome  
Ventricular tachycardia  
4074066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4074066 EXPEDITED (15-DAY) Y OT HQWYE241612JAN04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Guillain-Barre syndrome EFFEXOR S ORAL ORAL  
Dysphagia UNSPECIFIED INGREDIENT C  
Aphasia  
Muscular weakness  
Viral infection  
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4077993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4077993 EXPEDITED (15-DAY) Y HO FRWYE506113JAN04 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR S ORAL TAKEN IN

ALTERNATION WITH
DEROXAT

12 DAY

Hyperthermia PAROXETINE HYDROCHLORIDE S ORAL TAKEN IN
ALTERNATION WITH
EFFEXOR

12 DAY

Rhabdomyolysis AOTAL (ACAMPROSATE) C  
Thrombocytopenia VITAMIN B (VITAMIN B) C  
Pneumonia CLAFORAN C  
Urinary tract infection pseudomonal OFLOXACIN C  
Urinary tract infection enterococcal  
4081248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4081248 EXPEDITED (15-DAY) N HO,OT 2004002749 76 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lung neoplasm malignant LIPITOR S ORAL 20 MG (DAILY), ORAL  
Stevens-Johnson syndrome TICLOPIDINE HYDROCHLORIDE S  
Hepatic steatosis VENLAFAXINE HYDROCHLORIDE S  
High density lipoprotein decreased FOSINOPRIL SODIUM C  
Blood cholesterol increased FOLIC ACID C  

BETAXOLQL HYDROCHLORIDE
(BETAXOLOL HYDROCHLORIDE)

C  

DIPIVEFRINE HYDROCHLORIDE
(DIPIVEFRINE HYDROCHLORIDE)

C  

ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

OXYCODONE HYDROCHLORIDE C  
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4091505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4091505 EXPEDITED (15-DAY) Y HO,OT DEWYE562406FEB04 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic shock VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Agitation  
Anxiety  
Asthenia  
Hyperhidrosis  
Hypotension  
Tachycardia  
4092829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4092829 DIRECT N HO,LT,OT,RI 5 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S SEE IMAGE  WYETH
Aggression EFFEXOR XR S SEE IMAGE  WYETH
Suicide attempt EFFEXOR XR S SEE IMAGE  WYETH
Abnormal behaviour  
Psychotic disorder  
4094173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4094173 EXPEDITED (15-DAY) Y DS,OT HQWYE068807OCT03 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis EFFEXOR S ORAL SEE IMAGE  
Vision blurred ARIMIDEX

"ZENECA" (ANASTROZOLE)
C  

Insomnia  
Visual impairment  
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4094180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4094180 EXPEDITED (15-DAY) N OT HQWYE850206FEB04 10 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL "ONE DAILY

(STRENGTH
UNKNOWN)", ORAL

 

Insomnia ADDERALL C  
Alopecia  
Irritability  
Mood altered  
4094216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4094216 EXPEDITED (15-DAY) N OT HQWYE816404FEB04 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria chronic EFFEXOR XR S ORAL SEE IMAGE  
Pruritus SYNTHROID C  
Angioedema  
Blood thyroid stimulating hormone increased  
Drug ineffective  
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4094219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4094219 EXPEDITED (15-DAY) N OT HQWYE803803FEB04 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S ORAL ORAL  
Suicidal ideation PAXIL S  
Suicide attempt ZOLOFT S  
Abnormal behaviour  
Aggression  
Depression  
Diabetes mellitus  
Feeling abnormal  
Hypertension  
Insomnia  
Nightmare  
Self injurious behaviour  
4096361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4096361 EXPEDITED (15-DAY) Y OT HQWYE862809FEB04 Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR XR S ORAL ORAL  
Euphoric mood ALCOHOL S ORAL ORAL  
Alcohol use  
4096382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4096382 EXPEDITED (15-DAY) Y OT HQWYE863009FEB04 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Rash  
Urticaria  
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4096400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4096400 EXPEDITED (15-DAY) Y HO,OT FRWYE574111FEB04 43 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cognitive disorder EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Disorientation UNSPECIFIED INGREDIENT S ORAL 400 MG  
Fall VALPROATE SODIUM S ORAL 2.5 G  

EPIVIR S ORAL 300 MG  
LOXAPAC S ORAL 25 MG 1X PER 1 DAY  
ZIAGEN S ORAL 600 MG  

4096437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4096437 EXPEDITED (15-DAY) Y HO DEWYE567409FEB04 17 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 18 TABLETS

(OVERDOSE AMOUNT
1050 MG), ORAL

1 DAY

Coma AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 10 TABLETS
(OVERDOSE AMOUNT
750 MG), ORAL

1 DAY

4096457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4096457 EXPEDITED (15-DAY) Y OT FRWYE570109FEB04 35 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S ORAL 25 MG 1X PER 1 DAY

ORAL
 

SUBUTEX C  
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4096484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4096484 EXPEDITED (15-DAY) Y OT HQWYE869709FEB04 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol use VENLAFAXINE HYDROCHLORIDE S ORAL  
Drug abuser ALCOHOL S ORAL ORAL  
Euphoric mood  
4096533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2004 4096533 EXPEDITED (15-DAY) Y OT HQWYE788002FEB04 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Road traffic accident LAMITOL (LABETALOL

HYDROCHLORIDE)
C  
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4073190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2004 4073190 EXPEDITED (15-DAY) Y DE,HO 2004S1000019 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory tract infection CLOZAPINE S 200 MG MG BID  MYLAN
Myocarditis VENLAFAXINE HYDROCHLORIDE S  
Cardio-respiratory arrest AZITHROMYCIN C  
Myocardial haemorrhage CEPHALEXIN, DIVALPROEX

SODIUM
C  

FLUPHENAZINE C  
LEVOTHYROXINE SODIUM C  
LORAZEPAM C  
PSEUDOEPHEDRINE
HYDROCHLORIDE

C  

RISPERIDONE C  
CLONAZEPAM C  
FUROSEMIDE C  
BENZTROPINE MESYLATE C  
LANSOPRAZOLE C  
RANITIDINE C  
POLYETHYLENE GLYCOL C  
DOCUSATE SODIUM C  
CLOTRIMAZOLE C  

4093889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2004 4093889 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE465008DEC03 36 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular tachycardia EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Tachycardia paroxysmal OXAZEPAM C  
Condition aggravated INDERAL C  
Palpitations INDERAL C  
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4095840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2004 4095840 EXPEDITED (15-DAY) N OT HQWYE869109FEB04 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

750 MG, ORAL
 

Confusional state LORAZEPAM C  
Delirium TRILEPTAL C  
Palpitations ACIPHEX C  
Pollakiuria SYNTHROID C  
Thirst CELEBREX C  
Dehydration PLAQUENIL C  
Hyperhidrosis NASONEX C  
Condition aggravated  
Hypoglycaemia  
Insomnia  
Medication error  
Muscle twitching  
Night sweats  
Systemic lupus erythematosus  
4099251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2004 4099251 EXPEDITED (15-DAY) Y OT HQWYE881410FEB04 36 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Anxiety  
Suicidal ideation  
Tachycardia  
Tinnitus  
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4099253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2004 4099253 EXPEDITED (15-DAY) Y DE HQWYE932311FEB04 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis fulminant EFFEXOR XR S ORAL 37.5 MG (FREQUENCY

UNKNOWN) ORAL;
SEE IMAGE

 

4099256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2004 4099256 EXPEDITED (15-DAY) Y OT FRWYE580313FEB04 47 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Condition aggravated  
4099260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2004 4099260 EXPEDITED (15-DAY) Y DS GBWYE535126JAN04 49 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angle closure glaucoma EFFEXOR S ORAL  
Ulcer DOTHIEPIN C  
Eye disorder  
Eye pain  
4099265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2004 4099265 EXPEDITED (15-DAY) Y OT GBWYE585016FEB04 56 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure fluctuation EFFEXOR S ORAL 225MG  
Syncope RAMIPRIL C  

QUETIAPINE (QUETIAPINE) C  
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4003940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2004 4003940 EXPEDITED (15-DAY) Y OT PHFR2003GB03632 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT prolonged CLOZARIL S ORAL 200mg/day  NOVARTIS
Diabetes mellitus VALPROATE SODIUM S 500 mg, BID  
Hyperglycaemia VENLAFAXINE HYDROCHLORIDE S 150 mg, QD  
Oropharyngeal pain CLOZARIL S ORAL 275 mg/day  NOVARTIS
Pain DESMOPRESSIN C  

METFORMIN HYDROCHLORIDE C 500 mg, TID  
GLICLAZIDE C 80 mg, BID  
METHYLCELLULOSES C  

4047282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2004 4047282 EXPEDITED (15-DAY) OT HQWYE357502DEC03 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Photophobia EFFEXOR XR S ORAL 75 MG 1X PER 2 DAY,
ORAL

 

Drug withdrawal syndrome EFFEXOR XR S ORAL "FEW GRANULES
FROM A 75 MG
CAPSULE EACH DAY",
ORAL

 

Balance disorder  
Dry mouth  
Dysgeusia  
Glossodynia  
Medication error  
Otitis media  
Pruritus  
Swollen tongue  
Viral infection  
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4096339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2004 4096339 EXPEDITED (15-DAY) Y HO,OT DEWYE567509FEB04 54 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL ORAL 1 DAY
Sopor ALCOHOL S ORAL ORAL 1 DAY
4099433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2004 4099433 EXPEDITED (15-DAY) Y HO HQWYE954212FEB04 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular tachycardia EFFEXOR XR S ORAL SEE IMAGE  
Hyperammonaemia ALBUTEROL (SALBUTAMOL) C  
Syncope CELEXA C  
4100015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2004 4100015 EXPEDITED (15-DAY) Y OT HQWYE998813FEB04 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome  
Loss of consciousness  

4012128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4012128 EXPEDITED (15-DAY) Y OT HQWYE800019SEP03 < 1 DAY Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Kidney malformation EFFEXOR S ORAL 37.5 MG - 75 MG/DAY

ORAL
 

Congenital renal cyst  
Maternal drugs affecting foetus  
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4029580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4029580 EXPEDITED (15-DAY) Y HO HQWYE382121OCT03 74 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 2 DAY
Agitation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  
Insomnia EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY  
Disorientation EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY  
Condition aggravated PAROXETINE HYDROCHLORIDE S 20 MG 1X PER 1 DAY  
Chills FLUOXETINE HYDROCHLORIDE S 10 MG 1X PER 1 DAY  
Leukoencephalopathy DIPIPERON (PIPAMPERONE) C  
Drug interaction DIPIPERON (PIPAMPERONE) C  
Drug level increased ZOLPIDEM TARTRATE C  
Drug withdrawal syndrome LORAZEPAM C  
Dyskinesia LORAZEPAM C  
Amnesia LORAZEPAM C  
Apathy  
Drug level decreased  
Mental disorder  
Potentiating drug interaction  
4074058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4074058 EXPEDITED (15-DAY) Y OT HQWYE394015JAN04 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block complete EFFEXOR XR S ORAL ORAL  
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4093060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4093060 EXPEDITED (15-DAY) N HO US-
GLAXOSMITHKLINE-
A0443484A

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome PAXIL CR S ORAL 50MG Per day 2 YR GLAXOSMITHKLINE
Drooling EFFEXOR XR S ORAL 75MG Per day 5 DAY
Tremor RISPERDAL C ORAL 1MG As required  
Depression TRAZODONE HYDROCHLORIDE C ORAL 200MG At night  
Balance disorder  
Confusional state  
Flat affect  
Gait disturbance  
Hyperhidrosis  
Influenza  
Motor dysfunction  
Muscle rigidity  
Nausea  
Pyrexia  
Speech disorder  
Suicidal ideation  
4095101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4095101 DIRECT N HO 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disorientation EFFEXOR S 150 MG XR  
Dizziness  
Headache  
Nausea  
Paraesthesia  
Vomiting  
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4095143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4095143 DIRECT Y OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S ORAL 37.5 MG DAILY ORAL  
Asthenia  
Headache  
Loss of consciousness  
Nausea  
Paraesthesia  
Treatment noncompliance  
4096479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4096479 DIRECT N OT 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 1 CAPSULE HS ORAL  WYETH AYERST
Medication error  
Somnolence  
4096726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4096726 DIRECT N OT 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus EFFEXOR XR S  
Anger  
Dizziness  
Insomnia  
Irritability  
Mood swings  
Nightmare  
Paraesthesia  
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4099953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4099953 EXPEDITED (15-DAY) Y HO,OT KII-2003-0007044 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia MORPHINE SULFATE S ORAL ORAL  
Depressed level of consciousness EFFEXOR S ORAL ORAL  
Aggression LOTENSIN S ORAL ORAL  
Blood creatine phosphokinase increased FUROSEMIDE (FUROSEMIDE) S ORAL ORAL  
Blood sodium decreased GEMFIBROZIL S ORAL ORAL  
Confusional state RANITIDINE S ORAL ORAL  
Hyperhidrosis ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
S  

Disorientation UNSPECIFIED INGREDIENT S  
Blood creatine phosphokinase MB increased  
Myoglobin blood increased  
Respiratory rate increased  
Tachycardia  
Toxicologic test abnormal  
White blood cell count increased  
4100714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4100714 EXPEDITED (15-DAY) Y HO HQWYE038617FEB04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Metrorrhagia DIANE-35 ED (CYPROTERONE

ACETATE/ETHINYLESTRADIOL)
C  

Major depression  
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4100757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4100757 EXPEDITED (15-DAY) Y OT HQWYE864709FEB04 68 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL SEE IMAGE  
Cerebellar syndrome ALCOHOL S ORAL ORAL  
Masked facies EFFEXOR S ORAL 37.5 MG ORAL  
Parkinson's disease REMERON S 15-45 MG DAILY  
Tardive dyskinesia PLENDIL C  
Extrapyramidal disorder METOPROLOL SUCCINATE C  
Asthenia  
Chills  
Hyperreflexia  
4100783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2004 4100783 EXPEDITED (15-DAY) Y DE DEWYE589818FEB04 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Multi-organ failure VENLAFAXINE HYDROCHLORIDE S ORAL (HIGH DOSES) ORAL  
Hyperlipidaemia SEROQUEL S ORAL (HIGH DOSES) ORAL  

4098453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2004 4098453 DIRECT N OT 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ONE DAY  
Drug ineffective  
Product quality issue  
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4100009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2004 4100009 DIRECT Y HO 85 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome CITALOPRAM S ORAL 20 MG PO QD  
Confusional state VENLAFAXINE S ORAL 75 M PO HS  

SINEMET C  
LANSOPRAZOLE C  

4100822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2004 4100822 EXPEDITED (15-DAY) N OT HQWYE984913FEB04 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

Heart rate increased CLIMARA S TRANSDERMAL TRANSDERMAL  
Blood pressure diastolic increased PHENYTOIN S 450 MG 1X PER 1 DAY  
Tremor PREMPRO S ORAL SEE IMAGE  
Insomnia KEPPRA C  
Convulsion METOPROLOL TARTRATE C  

SPIRONOLACTONE C  
4101354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2004 4101354 EXPEDITED (15-DAY) N OT HQWYE040517FEB04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Crying WELLBUTRIN S ORAL ORAL  
Activities of daily living impaired  
Suicidal ideation  
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4101371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2004 4101371 EXPEDITED (15-DAY) N OT HQWYE986213FEB04 60 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Chest pain TRAMADOL HYDROCHLORIDE S 50 MG, 2-3 TIMES A
DAY

 

Drug interaction ACETAMINOPHEN
\DIPHENHYDRAMINE

C  

Blood pressure increased  
Gastric disorder  
Heart rate irregular  
Oesophagitis  

4101420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2004 4101420 EXPEDITED (15-DAY) Y HO 04P-056-0250310-00 43 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cognitive disorder DEPAKENE S ORAL 2500 MG, 1 IN 1 D,

ORAL
 

Fall LAMIVUDINE S ORAL 300 MG, 1 IN 1 D, ORAL  
Disorientation ABACAVIR SULFATE S ORAL 600 MG, 1 IN 1 D, ORAL  
Condition aggravated LOXAPINE SUCCINATE S ORAL 400 MG, 1 IN 1 D, ORAL  

LOXAPINE SUCCINATE S ORAL 25 MG, 1 IN 1 D, ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, 1 IN 1 D, ORAL  
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4101691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2004 4101691 EXPEDITED (15-DAY) Y DS NLWYE546530JAN04 33 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose increased EFFEXOR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
10 DAY

Myalgia ZESTRIL C  
Dizziness LANTUS C  
Condition aggravated INSULIN NOS C  
4102203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2004 4102203 EXPEDITED (15-DAY) Y OT HQWYE524022JAN04 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nightmare EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 75 MG 1X
PER 1 DAY, ORAL

 

Road traffic accident XANAX C  
Craniocerebral injury  
Middle insomnia  
4106662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2004 4106662 NON-EXPEDITED N HO,DS WAES 0309USA02762 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety ZOCOR S ORAL 20 MG/DAILY/PO  

EFFEXOR S  
PREVEN (EMERGENCY
CONTRACEPTIVE KIT)

C  

ESTROGENS C  
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4107044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2004 4107044 NON-EXPEDITED Y HO WAES 0306USA01249 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis ZOCOR S ORAL PO  
Back pain TAB REMIFEMIN 20 MG S ORAL 20 MG/BID/PO  
Type 2 diabetes mellitus MACROBID S  
Urinary tract infection EFFEXOR S  
Atrophic vulvovaginitis CALTRATE C  

ESTER-C C  
METAB-O-LITE C  
ASCORBIC ACID (+)
BIOFLAVONOIDS

C  

BLACK COHOSH C  
ECHINACEA C  
VITAMINS NOS C  

3999481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2004 3999481 NON-EXPEDITED Y OT US-BRISTOL-MYERS
SQUIBB
COMPANY-12336426

52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose ABILIFY S ORAL  
No adverse event EFFEXOR XR S ORAL  

ZYPREXA S ORAL  
4095607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2004 4095607 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0494895A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis WELLBUTRIN S ORAL  GLAXOSMITHKLINE

EFFEXOR S  
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4100139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2004 4100139 DIRECT N HO,LT,OT 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR XR S 75MG/DAILY  
Emotional disorder  
Suicidal ideation  
Suicide attempt  
Vomiting  
Weight decreased  
4102620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2004 4102620 EXPEDITED (15-DAY) Y OT HQWYE037417FEB04 64 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 MG 2 X PER 1 DAY,

ORAL
 

Renal impairment SIMVASTATIN C  
Condition aggravated TIBOLONE (TOBOLONE) C  

4055631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2004 4055631 EXPEDITED (15-DAY) Y DS FRWYE474419DEC03 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myasthenic syndrome EFFEXOR S ORAL 0.15 G 1X PER 1 DAY

ORAL
716 DAY

Parkinson's disease CO-RENITEC (ENALAPRIL
MALEATE/
HYDROCHLOROTHIAZIDE)

C  

Progressive supranuclear palsy FLECAINIDE ACETATE C  
PROGESTERONE C  
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4079107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2004 4079107 EXPEDITED (15-DAY) N HO HQWYE920729DEC03 58 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL "LOW DOSE", ORAL  
Hyperhidrosis EFFEXOR XR S 300 MG 1X PER 1 DAY,

ORAL
 

Agitation EFFEXOR XR S ORAL 225 NG 1X PER 1 DAY,
ORAL

14 DAY

Weight decreased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

14 YR

Insomnia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Condition aggravated EFFEXOR XR S ORAL 37.5 MG (FREQUENCY
UNSPECIFIED), ORAL

 

Cough  
Diarrhoea  
Drug withdrawal syndrome  
Food poisoning  
Frequent bowel movements  
Hypertension  
Influenza like illness  
Pollakiuria  
Throat irritation  
4100427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2004 4100427 DIRECT N OT 23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 EVERY MORN ORAL  
Blindness transient  
Deafness transitory  
Feeling abnormal  
Paraesthesia  
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4102843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2004 4102843 EXPEDITED (15-DAY) Y OT GBWYE595620FEB04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension EFFEXOR XR S  
Fall  
4102944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2004 4102944 EXPEDITED (15-DAY) Y HO HQWYE126518FEB04 20 YR Female ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary oedema EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY  
Cough  
Rash  
4103081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2004 4103081 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20040203901

72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction TRAMADOL HYDROCHLORIDE S ORAL 2 IN 1 DAY, ORAL  
Vertigo FUROSEMIDE (FUROSEMIDE) S 1 IN 1 DAY  
Headache NEURONTIN S ORAL 2 IN 1 DAY, ORAL  
Fall IRBESARTAN S ORAL 1 IN 1 DAY, ORAL  
Cerebral atrophy EFFEXOR S ORAL ORAL  

DIFRAREL (DIFRAREL) C  
ACETAMINOPHEN C  
VASTAREL C  
AMLODIPINE BESYLATE C  
LANSOPRAZOLE C  
LANSOPRAZOLE
(LANSOPRAZOLE)

C  
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4103255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2004 4103255 EXPEDITED (15-DAY) Y HO 2004-00675 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cognitive disorder LOXAPINE SUCCINATE S ORAL 25 MG, DAILY, ORAL  
Disorientation EFFEXOR S ORAL 75 MG, DAILY, ORAL  
Fall ATAZANAVIR SULFATE S ORAL 400 MG, DAILY, ORAL  

DEPAKINE (VALPROATE
SODIUM)

S ORAL 2.5 G, DAILY, ORAL  

EPIVIR S ORAL 300 MG, DAILY, ORAL  
ZIAGEN S ORAL 600 MG, DAILY, ORAL  
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3953907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2004 3953907 EXPEDITED (15-DAY) Y HO,OT US-BRISTOL-MYERS
SQUIBB
COMPANY-12287546

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ABILIFY S ORAL  
Suicide attempt ABILIFY S ORAL  
Coma ABILIFY S ORAL  
Status epilepticus ABILIFY S ORAL  
Respiratory arrest EFFEXOR S  
Atrial fibrillation ZANTAC C  
Pneumonia aspiration LEXAPRO C  
Acidosis  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood creatine phosphokinase increased  
Blood glucose increased  
Blood pressure decreased  
Body temperature decreased  
Body temperature increased  
Bradycardia  
Cardiotoxicity  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Heart rate decreased  
Heart rate increased  
Hypotension  
Overdose  
Respiratory rate decreased  
Respiratory rate increased  
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3977305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2004 3977305 EXPEDITED (15-DAY) Y HO US-BRISTOL-MYERS
SQUIBB
COMPANY-12330429

16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis ABILIFY S ORAL  
Serotonin syndrome ABILIFY S ORAL  
Hyponatraemia EFFEXOR S At bedtime  
Renal failure acute RISPERDAL S  
Drug interaction TOPAMAX S  
Vomiting ZONEGRAN S  
4100376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2004 4100376 EXPEDITED (15-DAY) Y HO,OT HQWYE041817FEB04 48 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Convulsion PERINDOPRIL ERBUMINE C  
Mental status changes INDAPAMIDE

"SERVIER" (INDAPAMIDE)
C  

Electroencephalogram abnormal  
Liver function test abnormal  
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4101394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2004 4101394 DIRECT N HO,OT 28 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased EFFEXOR XR S ORAL 300 MG DAY ORAL  WYETH
Suicide attempt UNSPECIFIED INGREDIENT C  
Abnormal behaviour  
Activities of daily living impaired  
Dizziness  
Dyskinesia  
Malaise  
Nausea  
Vomiting  
4101537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2004 4101537 DIRECT N 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR S ORAL 37.5 MG 48 HOURS

ORAL
 WYETH AYERST

Dizziness  
Drug dependence  
Heart rate increased  
Panic disorder  
Tinnitus  
Tremor  
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4103684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2004 4103684 EXPEDITED (15-DAY) N OT HQWYE120918FEB04 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Homicidal ideation ISOPHANE INSULIN C  
Treatment noncompliance INSULIN NOS C  

AVANDIA (ROSIGILITAZONE
MALEATE)

C  

METFORMIN HYDROCHLORIDE C  
LISINOPRIL (LISINOPRIL) C  
FUROSEMIDE (FUROSEMIDE) C  
LIPITOR C  

6967064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2004 6967064 EXPEDITED (15-DAY) Y OT HQWYE360526FEB04 2 DAY Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 375 MG 1X PER 1 DAY

ORAL
 

Drug withdrawal syndrome neonatal  
Irritability  
Maternal drugs affecting foetus  
Neonatal disorder  
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4102975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2004 4102975 DIRECT N LT,RI 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR XR S PROVIDED IN  
Back pain ZYPREXA S PROVED IN  
Drug dependence HYDROCODONE S  
Infection NEURONTIN S  
Mental disorder AMBIEN S  

OXYCONTIN S  
OXYCODONE AND
ACETAMINOPHEN

C  

DURAGESIC C  
4104781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2004 4104781 EXPEDITED (15-DAY) Y HO 04P-163-0250723-00 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident DEPAKOTE S ORAL 250 MG, 2 IN 1 D, PER

ORAL
 

Ankle fracture VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG, 1 IN 1 D, PER
ORAL

 

Gastrointestinal haemorrhage  
Liver injury  
Loss of consciousness  
Rib fracture  
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5823356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2004 5823356 EXPEDITED (15-DAY) Y HO,LT,OT KII-2003-0007440 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Torsade de pointes MORPHINE SULFATE S ORAL ORAL  
Ventricular tachycardia VISTARIL S  
Respiratory arrest BENADRYL S  
Depressed level of consciousness METFORMIN HYDROCHLORIDE S  
Blood potassium decreased LIPITOR S  
Ventricular extrasystoles EFFEXOR S  
Body temperature increased LASIX S  
White blood cell count increased POTASSIUM CATION S  
Blood glucose increased NEXIUM (ESOMEPRAZOLE) S  
Blood calcium decreased PRILOSEC S  
Red blood cell sedimentation rate increased QUININE SULFATE S  
Prothrombin time prolonged PROMETHAZINE S  
Nausea KLONOPIN S  
Vomiting WELLBUTRIN S  
Drug screen positive REGLAN S  
Arrhythmia BACLOFEN S  
Electrocardiogram QT prolonged ACEBUTOLOL HYDROCHLORIDE S  
Blood bicarbonate decreased AMBIEN S  
Syncope AMPHETAMINE SULFATE S  

CELEXA C  
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4102955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2004 4102955 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG TWICE A DA

ORAL
 WYETH

Arthralgia  
Disturbance in attention  
Fatigue  
Hypersomnia  
Impaired work ability  
Pain  

4010153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2004 4010153 EXPEDITED (15-DAY) Y HO HQWYE717716SEP03 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura EFFEXOR XR S ORAL SEE IMAGE  

WELLBUTRIN C  
ACCUPRIL C  

4104285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2004 4104285 DIRECT Y OT,RI 281 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion TRAMADOL HYDROCHLORIDE S 100MG QID  

VENLAFAXINE HYDROCHLORIDE S 75 MG PRN  
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4106267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2004 4106267 EXPEDITED (15-DAY) DE HQWYE403426FEB04 64 YR Male MEX

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Upper gastrointestinal haemorrhage EFFEXOR XR S ORAL ORAL  
Hypovolaemic shock ACETAMINOPHEN C  

NAPROXEN (NAPROXEN) C  
CALCITONIN (CALCITONIN) C  
DEXTROPROPOXIFEN
(DEXTROPROPOXYPHENE)

C  

4106387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2004 4106387 EXPEDITED (15-DAY) N OT HQWYE273224FEB04 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sexual abuse EFFEXOR XR S ORAL "150  TO 225 MG

DAILY", ORAL
 

CONCERTA
(METHYLPHENIDATE)

C  
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4106389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2004 4106389 EXPEDITED (15-DAY) N OT HQWYE274024FEB04 11 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 225 MG 1 X PER 1

DAY, ORAL
 

Abnormal behaviour SINGULAIR C  
Educational problem MULTIVITAMINS (ASCORBIC

ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/RETINOL /
RIBOFLAVIN/TH

C  

Aggression  
Depression  
Dissociation  
Feeling abnormal  
Hypersomnia  
Insomnia  
Nervousness  
Psychiatric symptom  
Sexual abuse  

4086887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2004 4086887 EXPEDITED (15-DAY) Y OT HQWYE549523JAN04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonitis EFFEXOR XR S ORAL ORAL  
4104581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2004 4104581 DIRECT OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR XR S  
Screaming  

Page: 467 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4104631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2004 4104631 EXPEDITED (15-DAY) Y OT GBWYE601225FEB04 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGEN ORAL  
Hyperreflexia CITALOPRAM C  
Cogwheel rigidity  
Dystonia  
Euphoric mood  
Headache  
Musculoskeletal stiffness  
Vomiting  
4104765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2004 4104765 DIRECT N DS 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Activities of daily living impaired EFFEXOR XR S ORAL 37.5 MG DAY ORAL  WYETH AYERST
Sensory disturbance EFFEXOR XR S ORAL 75 MG DAY ORAL  WYETH AYERST
Confusional state  
Nervous system disorder  
Tinnitus  
4106317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2004 4106317 EXPEDITED (15-DAY) Y HO GBWYE477622DEC03 Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bile duct cancer EFFEXOR XR S 75MG FREQUENCY  
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4107188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2004 4107188 EXPEDITED (15-DAY) Y DS HQWYE858706FEB04 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuropathy peripheral EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
199 DAY

Diabetes mellitus  
4107191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2004 4107191 EXPEDITED (15-DAY) N OT HQWYE367026FEB04 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disorientation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Staring FUROSEMIDE (FUROSEMIDE) C  
Fall CAPTOPRIL C  

KLOR-CON C  
DIGOXIN (DIGOXIN) C  
HUMULIN 70/30 C  
HUMULIN R C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

CELEBREX C  
4151972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2004 4151972 NON-EXPEDITED N OT 2004UW00951 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urine odour abnormal CRESTOR S ORAL 10 MG PO  

EFFEXOR S  
ZYPREXA S  
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4009576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2004 4009576 EXPEDITED (15-DAY) Y DE HQWYE638111SEP03 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ORAL SEE IMAGE, ORAL/ A

LITTLE WHILE
 

Accidental overdose DEXTROPROPOXYPHENE/
PARACETAMOL
(DEXTROPROPOXYPHENE/
PARACETAMOL)

C  

Convulsion ORTHO CYCLEN
(ETHINYLESTRADIOL/
NORGESTIMATE)

C  

Feeling abnormal ALLEGRA C  
Asphyxia FLONASE C  
Choking  
Epistaxis  
Headache  
Mouth haemorrhage  
Pulmonary congestion  
Pulmonary oedema  
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4070800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2004 4070800 EXPEDITED (15-DAY) Y DE GBWYE497108JAN04 69 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY  
Depression COMBIVENT C  
Anxiety CO-PROXAMOL

(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

Circulatory collapse CALCICHEW-D3 (CALCIUM
CARBONATE/ COLECALCIFEROL)

C  

BENDROFLUMETHIAZIDE C  
LOSEC (OMEPRAZOLE) C  
PREMARIN C  
FLUTICASONE PROPIONATE C  
ISOSORBIDE MONONITRATE C  
AMLODIPINE C  

4107842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2004 4107842 EXPEDITED (15-DAY) Y HO FRWYE291610SEP03 69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR S ORAL 16 DAY
Serotonin syndrome NOCTRAN 10 (ACEPROMAZINE/

ACEPROMETAZINE/
CLORAZEPATE DIPOTASSIUM)

C  

Staphylococcal infection LEXOMIL (BROMAZEPAM) C  
Urinary tract infection bacterial GLYBURIDE C  
Quadriplegia GLUCOPHAGE C  
Diabetes mellitus inadequate control LEVOTHYROXINE SODIUM C  
Cerebrovascular accident  
Coordination abnormal  
Disorientation  
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4108377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2004 4108377 EXPEDITED (15-DAY) Y HO SE-
JNJFOC-20040300015

84 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction RISPERDAL S ORAL 1 MG, 1 IN 1 DAY,

ORAL
 

Confusional state EFFEXOR S ORAL 150 MG, ORAL  
General physical condition abnormal LITHIUM S ORAL 126 MG, ORAL  
Blood calcium increased  
Bundle branch block left  
Bundle branch block right  
Nocturia  

4104875FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2004 4104875 DIRECT N 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 DAILY ORAL  WYETH
Feeling abnormal  
4104986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2004 4104986 DIRECT N RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 1 TIME ORAL  
Drug dependence  
Emotional disorder  
Pain  
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4107762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2004 4107762 EXPEDITED (15-DAY) Y HO 04P-055-0251079-00 61 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction DEPAKENE S ORAL SEE IMAGE  
Cholestasis VENLAFAXINE S ORAL SEE IMAGE  
Hepatic failure MIRTAZAPINE C  

ALENDRONATE SODIUM C  
OXAZEPAM C  

4069080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2004 4069080 EXPEDITED (15-DAY) Y DS HQWYE897223DEC03 52 YR Female USA
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4069080
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia EFFEXOR S ORAL ORAL  
Balance disorder COLACE S 1 WEEK
Paraesthesia EFFEXOR XR S ORAL SEE IMAGE  
Rash GLUCOSAMINE (GLUCOSAMINE) S  
Scar LITHIUM (LITHIUM) S  
Vertigo PREMARIN C  
Fall SEROQUEL C  
Weight increased XANAX C  
Coordination abnormal SYNTHROID C  
Oedema peripheral PROTONIX C  
Swollen tongue HYOSCINE HYDROBROMIDE

(HYOSCINE HYDROBROMIDE)
C  

Tongue ulceration PHENOBARBITAL
(PHENOBARBITAL)

C  

Nausea ATROPINE C  
Drug withdrawal syndrome HYOSCYAMINE SULFATE W/

PHENOBARBITAL
C  

Depression PEPCID C  
Drug interaction ZYRTEC C  
Appetite disorder CALCIUM WITH VITAMIN D

(CALCIUM PHOSPHATE/CALCIUM
SODIUM LACTATE/
ERGOCALCIFEROL)

C  

Blood cholesterol increased LEXAPRO C  
Blood triglycerides increased PROZAC C  
Anxiety  
Blood pressure increased  
Condition aggravated  
Inhibitory drug interaction  
Joint swelling  
Rash pruritic  
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4078439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2004 4078439 EXPEDITED (15-DAY) Y HO,OT FRWYE514116JAN04 51 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Prurigo EFFEXOR S ORAL 0.05 G 3X PER 1 DAY 770 DAY
Eczema TRANXENE T-TAB C  
Night sweats ZOLPIDEM TARTRATE C  
4104203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2004 4104203 EXPEDITED (15-DAY) N HO FR-ROCHE-360725 63 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure acute RIVOTRIL S ORAL  ROCHE

EFFEXOR S ORAL  
CIPROFLOXACIN S ORAL 9 DAY

4106566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2004 4106566 DIRECT N HO,LT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ABOUT 30 TO 40 MG  
Feeling hot ALPRAZOLAM S 1 TO 3 TIMES DAILY  
Dizziness  
Dyspnoea  
Feeling abnormal  
Headache  
Homicidal ideation  
Malaise  
Morbid thoughts  
Suicidal ideation  
Vision blurred  
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4108771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2004 4108771 EXPEDITED (15-DAY) N OT HQWYE437027FEB04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
Drug dependence  
4109523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2004 4109523 EXPEDITED (15-DAY) Y OT GBWYE595720FEB04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling jittery EFFEXOR XR S  
Cogwheel rigidity  
4109554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2004 4109554 EXPEDITED (15-DAY) Y OT NLWYE625005MAR04 50 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Condition aggravated ATENOLOL (ATENOLOL) C  
4109616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2004 4109616 EXPEDITED (15-DAY) Y DS NLWYE510514JAN04 26 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Nystagmus  
Oculogyric crisis  
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4003047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2004 4003047 EXPEDITED (15-DAY) Y DE,HO,OT 2003-08-2370 50 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea INTRON A S SUBCUTANEOUS 10 MIU 3-7D/WK

SUBCUTANOUES
 

Weight decreased EFFEXOR S  
Depression HYDREA S  
Dyspnoea PREDNISONE S ORAL 15 MG, ORAL 54 WEEK
Cough DAUNORUBICIN S  
Cardiac failure CYTOSAR-U S  
Pulmonary arterial pressure increased MONOETHANOLAMINE S  
Cardiomegaly AMSACRINE S  
Autoimmune disorder  
Blindness transient  
Dialysis  
Microangiopathy  
Pneumonitis  
Renal failure chronic  
Sepsis  
Spirometry abnormal  
Vasculitis  
Visual field defect  
Wound  
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4019345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2004 4019345 EXPEDITED (15-DAY) Y DS HQWYE389827AUG03 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Hepatocellular injury ALCOHOL S  
Blood triglycerides increased VASOTEC C  
Fall ZOCOR C  
Loss of consciousness ULTRAM C  
Drug dependence CANNABIS SATIVA SUBSP.

INDICA TOP
C  

Major depression ATIVAN C  
Panic disorder OXAPROZIN C  
Anxiety LIPITOR C  
Weight increased VIOXX C  
Feeling abnormal METAXALONE C  
Hypoaesthesia DARVOET-N

(DEXTROPROPOXYPHENE/
PARACETAMOL)

C  

Arthropathy  
Blood cholesterol increased  
Erectile dysfunction  
Hepatic neoplasm  
Hypertension  
Ligament sprain  
Post-traumatic stress disorder  
Stress  
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4070646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2004 4070646 EXPEDITED (15-DAY) Y OT HQWYE121706JAN04 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Extrasystoles LIPITOR C  
Cardiac murmur AMBIEN C  
Pulmonary hypertension ZYPREXA C  
4102670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2004 4102670 EXPEDITED (15-DAY) Y DS,OT GBWYE511114JAN04 51 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR S ORAL 37.5 MG 1 X PER 1

TOT, ORAL
1 DAY

Asthenia  
Cold sweat  
Communication disorder  
Dizziness  
Dry mouth  
Dysarthria  
Hyperhidrosis  
Nonspecific reaction  
Vomiting  

Page: 479 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4104851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2004 4104851 EXPEDITED (15-DAY) N HO US-
GLAXOSMITHKLINE-
A0502000A

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt PAXIL S ORAL  GLAXOSMITHKLINE
Suicidal ideation ZOLOFT S ORAL  
Homicidal ideation EFFEXOR S ORAL  
Feeling abnormal RITALIN S ORAL  
Anger  
Depression  
Diabetes mellitus  
Fear  
Hypertension  
Nightmare  
4109435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2004 4109435 EXPEDITED (15-DAY) Y HO HQWYE467402MAR04 51 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL SEE IMAGE  
Diabetes mellitus INDERAL S ORAL 30 MG 1X PER 1 DAY  
Metabolic syndrome ZOCOR C  
Sleep apnoea syndrome ZESTRIL C  
Nasal dryness ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Dry mouth  
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4109454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2004 4109454 EXPEDITED (15-DAY) Y OT HQWYE864309FEB04 31 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Macular degeneration EFFEXOR XR S ORAL 75 MGH 1X PER 1 DAY  
Blood thyroid stimulating hormone increased  
Retinal depigmentation  

4107345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2004 4107345 DIRECT N 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 PILL ONCE DAILY

ORAL
 WYETH

4107683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2004 4107683 DIRECT N OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rheumatoid arthritis EFFEXOR S 50 MG TWICE PER  
Hot flush  
Hypersensitivity  
Mobility decreased  
4110960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2004 4110960 EXPEDITED (15-DAY) Y HO DSA_24038_2004 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased LORAZEPAM S  
Delirium VENLAFAXINE HYDROCHLORIDE S  
Somnolence TRIMIPRAMINE MALEATE S  
Convulsion  
Haematemesis  
Intentional overdose  
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4112309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2004 4112309 EXPEDITED (15-DAY) Y HO SEWYE628409MAR04 27 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatic insufficiency EFFEXOR S ORAL 225 MG 1X PER 1 DAY;

ORAL
 

Diarrhoea CLONAZEPAM C  
TRUXAL (CHLORPROTHIXINE
HYDROCHLORIDE)

C  

ZOLPIDEM TARTRATE C  
CIPRAMIL (CITALOPRAM
HYDROBROMIDE)

C  
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4112914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2004 4112914 EXPEDITED (15-DAY) Y OT HQWYE620208MAR04 56 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY  
Liver disorder EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Condition aggravated EFFEXOR S ORAL 112.5 MG 1X PER 1

DAY
 

Gamma-glutamyltransferase increased EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Blood lactate dehydrogenase increased EFFEXOR S ORAL 225 MG 1X PER 1 DAY  
Potentiating drug interaction EFFEXOR S ORAL 300 MG 1X PER 1 DAY  
Alanine aminotransferase increased DEPAKENE S ORAL 300 MG 1X PER 1 DAY  
Aspartate aminotransferase increased DEPAKENE S ORAL 600 MG 1X PER 1 DAY  

DEPAKENE S ORAL 500 MG 1X PER 1 DAY  
DEPAKENE S ORAL 1000 MG 1X PER 1

DAY
 

DEPAKENE S ORAL 1500 MG 1X PER 1
DAY

 

DEPAKENE S ORAL 1750 MG 1X PER 1
DAY

 

DEPAKENE S ORAL 2000 MG 1X PER 1
DAY

 

CLOTHIAPINE S ORAL 160 MG1X PER 1 DAY  
ZYPREXA S ORAL 10 MG 1X PER 1 DAY  
ZYPREXA S ORAL 20 MG 1X PER 1 DAY  
ELTROXIN (LEVOTHYROXINE
SODIUM)

C  

ZOCOR C  
PLAVIX C  
METOPROLOL SUCCINATE C  
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4113426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2004 4113426 NON-EXPEDITED Y OT PHEH2003US08032 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia TRILEPTAL S ORAL 450 MG, QD, ORAL  

EFFEXOR S  

4089714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2004 4089714 EXPEDITED (15-DAY) Y OT HQWYE571727JAN04 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Hot flush EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Feeling hot EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Feeling abnormal EFFEXOR S ORAL 225 MG 1X PER 1 DAY  
Condition aggravated EFFEXOR S ORAL 300 MG 1X PER 1 DAY  

EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY  
REMERON S ORAL 30 MG 1X PER 1 DAY  
REMERON S ORAL 60 MG 1X PER 1 DAY  
REMERON S ORAL 45 MG 1X PER 1 DAY  
VALPROATE SODIUM C  
ATARAX C  
SEROQUEL C  
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4111690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2004 4111690 DIRECT Y RI 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation STRATTERA S 60 MG 2 WEEK
Ventricular tachycardia TRILEPTAL S 600  
Ventricular extrasystoles EFFEXOR S 150 2 MTH
Chest pain  
Dizziness  
Feeling abnormal  
Heart rate increased  
4112736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2004 4112736 EXPEDITED (15-DAY) Y OT HQWYE568004MAR04 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Drug interaction FIORICET S AS NEEDED  
TOPAMAX C  
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4054351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2004 4054351 EXPEDITED (15-DAY) Y OT FRWYE471418DEC03 63 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 37.5 MG 4X PER 1 DAY

ORAL : 37.5 MG 3X
PER 1 DAY ORAL

 

Pulmonary embolism MOLSIDOMINE C  
International normalised ratio decreased CLONAZEPAM C  

DIAFUSOR (GLYCERYL
TRINITRATE)

C  

LASILIX (FUROSEMIDE) C  
OGAST (LANSOPRAZOLE) C  
POTASSIUM CHLORIDE C  
TRAMADOL HYDROCHLORIDE C  

4099263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2004 4099263 EXPEDITED (15-DAY) Y OT GBWYE577612FEB04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR S UNKNOWN DOSES AROUND 300

MG DAILY
12 MTH
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4113280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2004 4113280 EXPEDITED (15-DAY) Y DS HQWYE607105MAR04 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 2X PER 1

DAY , ORAL
 

Balance disorder ATIVAN S ORAL 4 - 8 MG DAILY, ORAL
DOSE HAS BEEN
DECREASED, ORAL

 

Anxiety LEXAPRO C  
Affect lability LITHIUM C  
Agoraphobia  
Cognitive disorder  
Coordination abnormal  
Diarrhoea  
Disturbance in attention  
Drug abuser  
Fatigue  
Medication error  
Memory impairment  
Social fear  
Tremor  
4113324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2004 4113324 EXPEDITED (15-DAY) N OT HQWYE611805MAR04 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S ORAL ORAL  
Pyromania  
Respiratory fume inhalation disorder  
Screaming  
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4113624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2004 4113624 EXPEDITED (15-DAY) Y OT GBWYE510714JAN04 45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia unawareness EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
 

INSULIN NOS C  
INSULIN NOS C  

4113710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2004 4113710 EXPEDITED (15-DAY) Y HO,OT HQWYE618308MAR04 73 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Sedation LITHIUM S ORAL 990 MG 1X PER 1 DAY;
ORAL

 

Lip dry RISPERDAL S ORAL 0.5 MG 1X PER 1 DAY;
ORAL

 

Mucosal dryness RISPERDAL S UNKNOWN 0.25 MG 2X PER 1
DAY; UNKNOWN

 

Seborrhoea LORAZEPAM S ORAL 0.5 MG 1X PER 1 DAY;
ORAL

 

Drug interaction ZYPREXA S ORAL 2.5 MG 1X PER 1 DAY;
ORAL

60 DAY

Skin turgor decreased ZYPREXA S ORAL 7.5 MG 1X PER 1 DAY;
ORAL

2 DAY

Blood creatine phosphokinase increased ZYPREXA S ORAL 2.5 MG 1X PER 1 DAY;
ORAL

 

PANTOZOL C  
PANADOL (PARACETAMOL) C  
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4113738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2004 4113738 EXPEDITED (15-DAY) Y OT 2004015120 44 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer SERTRALINE S ORAL 200 MG, ORAL  
Oestrogen receptor assay positive VENLAFAXINE S ORAL 225 MG, ORAL  
4113825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2004 4113825 EXPEDITED (15-DAY) Y DE NLWYE629909MAR04 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR S ORAL ORAL  
Mania UNSPECIFIED INGREDIENT C  
Liver function test abnormal  

4037039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2004 4037039 EXPEDITED (15-DAY) Y HO,DS NLWYE390306NOV03 44 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

ORAL
 

Discomfort EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;
ORAL

 

Pain in extremity EFFEXOR XR S ORAL 187.5 MG 1X PER 1
DAY; ORAL

 

Vision blurred NORTRILEN (NORTRIPTYLINE
HYDROCHLORIDE)

C  

Coordination abnormal  
Gait disturbance  
Hyperhidrosis  
Weight decreased  
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4102618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2004 4102618 EXPEDITED (15-DAY) Y HO,OT FRWYE596323FEB04 25 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL ABOVE 250 MG DAILY;

ORAL
3 WEEK

Condition aggravated UNSPECIFIED INGREDIENT C  
4110376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2004 4110376 DIRECT N OT 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sensory loss EFFEXOR XR S ORAL 225 MG DAILY ORAL  
Anorgasmia  
Ejaculation delayed  
Penis disorder  
4110757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2004 4110757 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 3X DAILY ORAL  
Feeling of body temperature change ARMOUR THYROID C  
Visual impairment NEURONTIN C  
4110805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2004 4110805 DIRECT Y HO 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150GM QD ORAL  
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4114764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2004 4114764 EXPEDITED (15-DAY) Y HO,OT FRWYE640615MAR04 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 100 MG DAILY;

ORAL,SEVERAL
WEEKS

 WEEK

Anxiety UNSPECIFIED INGREDIENT C  
Condition aggravated  
Depersonalisation  
Insomnia  
4114777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2004 4114777 EXPEDITED (15-DAY) Y HO FRWYE640715MAR04 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 250 TO 300 MG DAILY

ORAL
3 WEEK

Condition aggravated UNSPECIFIED INGREDIENT C  
4114786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2004 4114786 EXPEDITED (15-DAY) Y HO,OT GBWYE638512MAR04 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 112.5 MG 2X PER 1

DAY ORAL
 

Agitation NOVOLOG C  
Hostility LEVOTHYROXINE SODIUM C  
Aggression  
Condition aggravated  
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4112765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2004 4112765 DIRECT N DS,RI 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 TWICE DAIL ORAL  WYETH
Weight increased ADVAIR DISKUS C  
Confusional state  
Conversion disorder  
Coordination abnormal  
Diarrhoea  
Emotional disorder  
Gastrooesophageal reflux disease  
Nausea  
Palpitations  
Sleep apnoea syndrome  
Thinking abnormal  
Thirst  
Vision blurred  
4114722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2004 4114722 EXPEDITED (15-DAY) Y OT GBWYE639012MAR04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR S  
Condition aggravated  
4114856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2004 4114856 EXPEDITED (15-DAY) N OT HQWYE739911MAR04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Hallucination, auditory RISPERDAL S  
Drug interaction ZYPREXA C  
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4115221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2004 4115221 EXPEDITED (15-DAY) Y HO,OT GBWYE647117MAR04 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pleural effusion EFFEXOR S ORAL 75 MG  
Pericardial effusion CONTRACEPTIVE

(CONTRACEPTIVE)
C  

4062118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2004 4062118 EXPEDITED (15-DAY) N OT HQWYE901224DEC03 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal exudates EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL TAPERED AND
DISCONTINUED BY
TAKING AN
UNSPECIFIED DOSE
EVERY OTHER DAY,
ORA

 

Visual field defect LIPOFLAVONOID (ASCORBIC
ACID/BIOFLAVONOIDS/CHOLINE
BITARTRATE/DL-METHIONINE/
HYDROXOCOB ALAMIN/INOSIT

C  

Drug withdrawal syndrome TRIAMTERENE AND
HYDROCHLOROTHIAZIDE

C  

Abdominal pain upper  
Diarrhoea  
Dizziness  
Headache  
Nausea  
Optic nerve disorder  
Visual impairment  
Vomiting  
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4110438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2004 4110438 EXPEDITED (15-DAY) HO 200411043FR 72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall FUROSEMIDE S ORAL  AVENTIS
Dizziness NEURONTIN S ORAL Dose unit: units  
Headache APROVEL S ORAL  
Bradycardia TRAMADOL HYDROCHLORIDE S ORAL Dose unit: units  
Metabolic disorder EFFEXOR S ORAL  
Nervous system disorder AMLOR C ORAL  

ACARBOSE C ORAL  
LANSOPRAZOLE C ORAL  
DIFRAREL C ORAL  
DAFALGAN C ORAL  
VASTAREL C ORAL  

4115326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2004 4115326 EXPEDITED (15-DAY) OT HQWYE775712MAR04 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic inflammatory demyelinating
polyradiculoneuropathy

EFFEXOR XR S ORAL 150 MG 1 X PER 1 DAY  

Gait disturbance  
4115335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2004 4115335 EXPEDITED (15-DAY) Y OT GBWYE631610MAR04 65 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR S ORAL 150 MG  
Rash erythematous ASPIRIN (ACETYLSALICYLIC

ACID)
C  

ISTIN (AMLODIPINE BESILATE) C  
ELTROXIN (LEVOTHYROXINE
SODIUM)

C  
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4115435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2004 4115435 EXPEDITED (15-DAY) Y OT HQWYE776212MAR04 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Parathyroid disorder CALCIUM C  
POTASSIUM C  
SYNTHROID C  

4093460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2004 4093460 EXPEDITED (15-DAY) Y HO,OT FRWYE553503FEB04 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL; ORAL
 

Mania MODAFINIL S ORAL 100 MG, 2X PER 1
DAY, ORAL

 

4113780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2004 4113780 DIRECT N HO 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 225 MG QD ORAL  WYETH AYERST
Paranoia PAXIL S ORAL 60 MG QD ORAL  
Condition aggravated KLONOPRIN C  
Drug withdrawal syndrome AMBIEN C  
Drug ineffective TYLENOL C  

IBUPROFEN C  
VITAMINS C  
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4114562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2004 4114562 DIRECT Y OT 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersomnia EFFEXOR S ORAL 1 PER DAY ORAL  
Asthenia  
Disturbance in attention  
Hyperhidrosis  
Indifference  
Suicidal ideation  
4114583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2004 4114583 DIRECT N OT 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 1 DAY ORAL  WYETH
Headache  
Overdose  
Somnolence  
4115102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2004 4115102 DIRECT Y OT 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash MIRTAZAPINE S ORAL 15 MG , DAILY , ORAL  
Urticaria VENLAFAXINE HYDROCHLORIDE S  

VENLAFAXINE HYDROCHLORIDE C  
4116008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2004 4116008 EXPEDITED (15-DAY) Y HO DEWYE569009FEB04 67 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polyp VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Intestinal haemorrhage VALPROATE SODIUM C  
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4116714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2004 4116714 EXPEDITED (15-DAY) Y LT HQWYE772912MAR04 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder EFFEXOR XR S ORAL ORAL  
Phaeochromocytoma  

4115170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2004 4115170 DIRECT Y OT 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash EFFEXOR XR S ORAL 27.8 MG DAILY ORAL  

ACCUPRIL C  
LEXAPRO C  
LIPITOR C  
XANAX C  
ZYPREXA C  
MOTRIN C  
DARVOCET-N 100 C  
IMITREX C  

4087440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2004 4087440 EXPEDITED (15-DAY) Y OT HQWYE540423JAN04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tonic clonic movements EFFEXOR XR S ORAL 600 MG THREE TO

FOUR TIMES DAILY,
ORAL

 

Tonic convulsion NEURONTIN S 400 MG DOSE, "UP TO
10,000 MG DAILY"

 

Intentional product misuse  
Overdose  
Sinus tachycardia  
Sudden onset of sleep  
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4106384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2004 4106384 EXPEDITED (15-DAY) Y HO HQWYE251623FEB04 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR XR S ORAL 10 & 150 & 300 MG 1X

PER 1 DAY, ORAL
 

Nephrolithiasis DARVOCET-N
(DEXTROPROXYPHENE/
PARACETAMOL)

C  

Chills TYLENOL (PARACETAMOL) C  
Dehydration ZOCOR C  
Retching AMBIEN C  
Blood creatinine increased  
Blood pressure increased  
Blood urea increased  
Condition aggravated  
Depression  
Dyspnoea  
Eructation  
Gastrointestinal disorder  
Hypophagia  
Impaired gastric emptying  
Nausea  
Sleep disorder  
Somnolence  
Ureteric obstruction  
4116932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2004 4116932 DIRECT N OT 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL 150MG DAILY ORAL  WYETH
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4118102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2004 4118102 EXPEDITED (15-DAY) Y HO,OT FRWYE658523MAR04 79 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block left EFFEXOR S ORAL BETWEN 150 AND 200

MG DAILY, ORAL
 

Bundle branch block right  
Fall  
Syncope  
4118192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2004 4118192 EXPEDITED (15-DAY) Y DS,OT GBWYE652719MAR04 84 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S ORAL 75 MG; ORAL 8 DAY
Myocardial infarction ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Lactic acidosis SIMVASTATIN C  
Hypoglycaemia FUROSEMIDE C  

4116764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2004 4116764 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia PAXIL S ORAL 1 A DAY ORAL  
Hypophagia EFFEXOR S ORAL 1 A DAY ORAL  
Depression ZOLOFT S ORAL 1 A DAY ORAL  
Suicidal ideation  
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4117188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2004 4117188 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis EFFEXOR S ORAL 37.5 MG 3 TIMES ORAL  WYETH
Feeling hot BIRTH CONTROL PILLS C  
Depression  
Diarrhoea  
Dizziness  
Fatigue  
Headache  
Heart rate increased  
Impaired driving ability  
Impaired work ability  
Mood swings  
Muscle twitching  
Nausea  
Tremor  
Vision blurred  
4117997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2004 4117997 DIRECT Y HO,DS,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination KLONOPIN S ORAL 0.5 MG/0.2 BID SID

ORAL
 

Anxiety EFFEXOR S ORAL 1 TAB 1 TABLET ORAL  
Palpitations IBUPROFEN C  
Activities of daily living impaired  
Amnesia  
Arthropathy  
Bruxism  
Drug withdrawal syndrome  
Dysphagia  
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4117997
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ear discomfort  
Ear infection  
Eating disorder  
Eustachian tube dysfunction  
Facial pain  
Headache  
Hyperacusis  
Impaired driving ability  
Impaired work ability  
Inflammation  
Influenza like illness  
Ligament disorder  
Muscle contracture  
Muscle spasticity  
Muscle twitching  
Nausea  
Neck pain  
Panic disorder  
Sinus headache  
Sinusitis  
Sleep disorder  
Tinnitus  
Tooth disorder  
Tremor  
Vertigo  
Weight decreased  
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4100562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4100562 EXPEDITED (15-DAY) Y OT GBWYE593319FEB04 < 1 DAY Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paralysis EFFEXOR XR S ORAL SEE IMAGE 11 DAY
4100565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4100565 EXPEDITED (15-DAY) Y DE,HO GBWYE591418FEB04 53 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary fibrosis EFFEXOR S ORAL ORAL  
Pneumonia BROMAZEPAM(BROMAZEPAM) C  
Neutropenia  
Pneumonitis  
Renal failure  
Septic shock  
Somnolence  
4104756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4104756 EXPEDITED (15-DAY) Y OT HQWYE367426FEB04 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Chest discomfort  
Decreased appetite  
Dizziness  
Drug ineffective  
Gastrooesophageal reflux disease  
Heart rate increased  
Pallor  
Weight decreased  
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4117708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4117708 DIRECT N HO 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL 75 MG 1/DAY ORAL  
Intentional overdose  
4118000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4118000 DIRECT N DE 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR S  
Completed suicide  
Depression  
Gun shot wound  
Personality change  
Psychomotor hyperactivity  
4118501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4118501 DIRECT N DE 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S 37.5 MG ONCE DAILY  
4119729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4119729 DIRECT Y HO,DS,RI 13 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR S ORAL 1 DLY ORAL  
Psychotic disorder REMERON S ORAL 1 DLY ORAL  
Abnormal behaviour  
Aggression  
Bipolar I disorder  
Imprisonment  
Suicide attempt  
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4120573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4120573 EXPEDITED (15-DAY) Y OT HQWYE031817FEB04 40 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Hot flush LAMICTAL C  
Anxiety  
Blood pressure increased  
Headache  
Hyperhidrosis  
Paraesthesia  
Urinary tract disorder  
4121753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4121753 EXPEDITED (15-DAY) Y OT HQWYE767812MAR04 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

ORAL
4 YR

Asthenia ZYPREXA C  
VALPROATE SODIUM C  

4123284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2004 4123284 EXPEDITED (15-DAY) Y OT HQWYE995019MAR04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR XR S ORAL ORAL  
Euphoric mood  
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4072914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2004 4072914 EXPEDITED (15-DAY) Y HO HQWYE150707JAN04 57 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR S ORAL "37.5 TO 75 MG DAILY" 129 DAY
Amnesia XANAX C  
Blood cortisol increased  
Cerebrovascular disorder  
Generalised tonic-clonic seizure  
Hyponatraemia  
Metabolic acidosis  
Self-induced vomiting  
4105765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2004 4105765 EXPEDITED (15-DAY) Y HO HQWYE259723FEB04 57 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 75 MG 1X PER 1 DAY 129 DAY
Blood cortisol increased  
Cerebrovascular disorder  
Convulsion  
Metabolic encephalopathy  
4120348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2004 4120348 DIRECT Y OT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR XR S ORAL 75 MG DAILY ORAL  
Amnesia  
Blood pressure increased  
Feeling abnormal  
Nervous system disorder  
Paraesthesia  
Somnolence  
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4122912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2004 4122912 EXPEDITED (15-DAY) N OT HQWYE044223MAR04 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Condition aggravated  

4093999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2004 4093999 EXPEDITED (15-DAY) Y HO,DS GBWYE568109FEB04 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomania EFFEXOR S ORAL SEE IMAGE 1 DAY
Headache EFFEXOR S ORAL 150 MG 1X PER 1 DAY 11 DAY
Nausea CIPRAMIL (CITALOPRAM

HYDROBROMIDE)
C  

Abnormal dreams  
Aphonia  
Asthenia  
Discomfort  
Drug withdrawal syndrome  
Dystonia  
Hyperhidrosis  
Hyperreflexia  
Hypertonia  
Mood altered  
Muscle spasms  
Muscular weakness  
Musculoskeletal stiffness  
Paraesthesia  
Restlessness  
Tremor  
Vomiting  
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4121058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2004 4121058 EXPEDITED (15-DAY) N HO HQWYE015322MAR04 9 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Hostility SEROQUEL S DAILY DOSING,  
Anger REMERON C  
Abnormal behaviour  
Condition aggravated  
7056324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2004 7056324 DIRECT Y HO,DS 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 75 MG PO QD  WYETH AYERST
Agitation TRANSDERM SCOP S TRANSDERMAL ONE PATCH

TRANSDERMAL
 

Accommodation disorder  
Dysarthria  
Mental disorder  
Muscular weakness  
Mydriasis  
Tremor  
Vertigo  
Vision blurred  
Visual impairment  
Vomiting  
Weight decreased  
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4070137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2004 4070137 EXPEDITED (15-DAY) Y OT HQWYE172207JAN04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150 MG, ORAL  
Serotonin syndrome AMERGE S ORAL 0.5 TABLET 2 X PER 1

DAY, ORAL
 

Drug withdrawal syndrome  
Infectious mononucleosis  
Neutropenia  
Viral infection  
4120778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2004 4120778 EXPEDITED (15-DAY) Y OT GBWYE653919MAR04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematospermia EFFEXOR XR S  
4121060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2004 4121060 DIRECT Y HO 86 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL ORAL  
Asthenia HYDROCHLOROTHIAZIDE S ORAL 25 MG QD ORAL  
Syncope  
4121313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2004 4121313 DIRECT Y HO 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR S ORAL 125 MG QD ORAL  
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4123175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2004 4123175 EXPEDITED (15-DAY) Y DS DSA_24118_2004 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome ATIVAN S ORAL VAR Q DAY PO  
Balance disorder ATIVAN S  
Anxiety EFFEXOR XR S ORAL 150 MG BID PO  
Affect lability LEXAPRO C  
Cognitive disorder LITHIUM C  
Coordination abnormal  
Diarrhoea  
Disturbance in attention  
Drug abuser  
Fatigue  
Fear  
Memory impairment  
Tremor  
4123289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2004 4123289 EXPEDITED (15-DAY) Y OT 2004019290 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome GEODON S 20 MG (DAILY) 5 DAY

VENLAFAXINE HYDROCHLORIDE S  
4123292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2004 4123292 EXPEDITED (15-DAY) N OT HQWYE030423MAR04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL SEE IMAGE  
Drug dependence  
Drug withdrawal syndrome  
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4004986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2004 4004986 EXPEDITED (15-DAY) Y LT,OT FRWYE280603SEP03 < 1 DAY Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory distress EFFEXOR S ORAL 25 MG 1 X PER 1 DAY,

ORAL
9 MTH

Sedation CHLORPROMAZINE S ORAL ORAL 5 MTH
Regurgitation XANAX S ORAL 0.25 MG 1 X PER 1

DAY, ORAL
 

Maternal exposure during pregnancy MIRTAZAPINE (MIRTAZAPINE) C  
Blood pH decreased  
Forceps delivery  
Neonatal disorder  
Premature baby  
4035003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2004 4035003 EXPEDITED (15-DAY) N HO,OT US-
JNJFOC-20031100824

31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Injury REMICADE S INTRAVENOUS 490 MG,

INTRAVENOUS
 

Activities of daily living impaired EFFEXOR S  
Pain PREDNISONE C  
Emotional distress PENTASA C  
Anhedonia HYOSCYAMINE SULFATE C  
Disseminated tuberculosis VICODIN C  
Nausea ACIPHEX C  
Crohn's disease IMURAN C  
Alanine aminotransferase increased  
Anaemia  
Bacterial test  
Band neutrophil percentage increased  
Blood creatinine decreased  
Blood glucose increased  
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4035003
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood urine  
Candida infection  
Condition aggravated  
Depression  
Dysuria  
Fatigue  
Headache  
Lymphadenopathy  
Lymphocyte percentage decreased  
Micturition urgency  
Mycobacterial infection  
Nasal congestion  
Neck pain  
Neutrophil percentage increased  
Oropharyngeal pain  
Pollakiuria  
Procedural pain  
Red blood cell sedimentation rate increased  
Splenomegaly  
Syncope  
Upper respiratory tract infection  
Vitamin B complex deficiency  
Weight decreased  
White blood cell count increased  
4123145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2004 4123145 EXPEDITED (15-DAY) Y HO NLWYE647017MAR04 51 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subileus EFFEXOR S ORAL 75 MG 1X PER 1 DAY 232 DAY

CITALOPRAM HYDROBROMIDE C  
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4123147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2004 4123147 EXPEDITED (15-DAY) Y OT HQWYE143626MAR04 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 300 MG  
Epilepsy  
4123432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2004 4123432 DIRECT N OT 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG DAY ORAL  WYETH AYERST
Activities of daily living impaired  
Agitation  
Anxiety  
Coordination abnormal  
Dehydration  
Depression  
Hypertension  
Hypomania  
Insomnia  
Memory impairment  
Nervousness  
Nightmare  
Night sweats  
Sensory disturbance  
Sexual dysfunction  
Thyroid disorder  
Visual impairment  
Weight increased  
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4123274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2004 4123274 DIRECT Y OT 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 1 TABLET DAY ORAL  WYETH AYERST
Abnormal dreams  
4124491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2004 4124491 EXPEDITED (15-DAY) Y HO FRWYE678901APR04 19 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL 300 MG DAILY; ORAL  
Antidepressant drug level increased SOLIAN (AMISULPRIDE) C  
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6882841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2004 6882841 EXPEDITED (15-DAY) Y HO SEWYE657123MAR04 53 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonitis EFFEXOR S ORAL UNKNOWN; ORAL  
Weight decreased INTRON A S SUBCUTANEOUS 10 MILLION IU, 1

DOSAGE FORM
CYCLIC; SC

 

Cardiomegaly INTRON A S SUBCUTANEOUS 10 MILLION IU, 1
DOSAGE FORM
CYCLIC; SC

 

Ejection fraction decreased CERUBIDINE S  
Fatigue AMSACRINE S  
Dyspnoea exertional HYDROXYUREA C  
Chest discomfort HYDREA C  
Cough CYTOSAR-U C  
Respiratory disorder CYTOSAR-U C  
Weight increased ASPIRIN C  
Tachycardia NORTRIPTYLINE

HYDROCHLORIDE
C  

Blood creatinine increased  
Cardiac failure  
Chronic myeloid leukaemia  
Dialysis  
Hyperkalaemia  
Hyponatraemia  
Left ventricular failure  
Pericardial effusion  
Renal failure  
Vasculitis  
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3464790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2004 3464790 EXPEDITED (15-DAY) Y OT HQ3938220APR2000 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S TRANSPLACENTAL 187.5 MG DAILY

TAPERED DOWN TO
75 MG DAILY THEN
INCREASED TO 150
MG DAILY,
TRANSPLACENTAL

 

Maternal drugs affecting foetus  
4123750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2004 4123750 DIRECT Y DE 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S  WYETH
Completed suicide  
4123762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2004 4123762 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR XR S ORAL 150 MG ORAL  WYETH
Tremor PLAQUENIL C  
Drug abuser  
Drug withdrawal syndrome  
Feeling abnormal  
Impaired work ability  
Loss of consciousness  
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4124017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2004 4124017 DIRECT N HO,DS,LT,RI 36 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression PROZAC S  
Suicide attempt PAXIL S  
Cognitive disorder ZOLOFT S  
Accidental overdose EFFEXOR S  
Fibromyalgia WELLBUTRIN S  
Anger SERTRALINE S  
Decreased appetite  
4124163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2004 4124163 DIRECT N DE 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR S 150 MG NIGHTLY  

CONCERTA S 27 MG DAILY +  
RISPERDAL C  
SYNTHROID C  
UNSPECIFIED INGREDIENT C  

4126055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2004 4126055 EXPEDITED (15-DAY) N OT HQWYE144026MAR04 33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 150; 75 MG 1X PER 1

DAY, ORAL
 

Drug withdrawal syndrome  
Haematemesis  
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4126131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2004 4126131 EXPEDITED (15-DAY) Y HO,OT HQWYE061424MAR04 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR S ORAL SEE IMAGE 8 WEEK
Depression OLANZAPINE (OLANZAPINE) C  
Drug ineffective  
Drug withdrawal syndrome  
Suicidal ideation  

4124232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2004 4124232 DIRECT OT 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S  
Anger  
Condition aggravated  
Mood altered  
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4126379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2004 4126379 EXPEDITED (15-DAY) N OT 2004021457 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety NEURONTIN S ORAL 800 MG (DAILY), ORAL  
Panic attack PSEUDOEPHEDRINE

HYDROCHLORIDE
S ORAL ORAL  

Hypertension OXYCODONE HYDROCHLORIDE S ORAL ORAL  
Spinal laminectomy VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Blood triglycerides increased  
Depressed level of consciousness  
Depression  
Hot flush  
Insomnia  
Menopause  
Muscle spasms  
Pain  
Somnolence  
4126675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2004 4126675 EXPEDITED (15-DAY) N OT HQWYE190629MAR04 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lethargy EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Loss of libido SYNTHROID C  
Feeling abnormal NEXIUM (ESOMEPRAZOLE) C  
Nausea KLONOPIN C  
Dizziness BUSPAR C  
Agitation  
Anxiety  
Drug withdrawal syndrome  
Thrombophlebitis  
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4080669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4080669 EXPEDITED (15-DAY) Y OT GBWYE521920JAN04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental exposure to product EFFEXOR XR S ORAL 2 X 150MG CAPSULE

ORAL
 

Medication error BETAHISTINE (BETAHISTINE) C  
Swollen tongue AMITRIPTYLINE

HYDROCHLORIDE
C  

Panic reaction BENDROFLUAZIDE
(VENDROFLUMETHIAZIDE)

C  

Dyspnoea TIBOLONE (TIBOLONE) C  
CO-CODAMOL (CODEINE
PHOSPHATE/PARACETAMOL)

C  

CO-PROXAMOL
(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

ACETAMINOPHEN C  
4114773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4114773 EXPEDITED (15-DAY) Y OT FRWYE637612MAR04 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular extrasystoles EFFEXOR S ORAL 75 MG 2 X PER 1 DAY

ORAL
71 DAY

Ventricular extrasystoles PRAZEPAM C  
Blood pressure systolic increased  
Syncope  
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Detailed Report
4123641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4123641 EXPEDITED (15-DAY) Y HO,OT DEWYE656122MAR04 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Fall  
Syncope  
Vertigo  
4123958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4123958 DIRECT Y 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150  MG   CAPSULE

ORAL
 

Heart rate increased  
Hypertension  
Pruritus  
Vision blurred  
4125684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4125684 DIRECT N LT,OT 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S 35-75-150 2 WEEK
Abnormal behaviour  
Feeling abnormal  
Headache  
Imprisonment  
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4126257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4126257 DIRECT Y HO,LT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE S  
Stress QUETIAPINE S  
Hypotension CLONAZEPAM C  
Hypoglycaemia  
Lethargy  
Respiratory rate increased  
Tachycardia  
4126748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4126748 EXPEDITED (15-DAY) Y OT HQWYE213929MAR04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR XR S ORAL ORAL; TAKEN DURING

FIRST TRIMESTER
 

Maternal drugs affecting foetus  
4127277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4127277 EXPEDITED (15-DAY) OT GBWYE674130MAR04 37 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL 225MG ORAL 15 MTH
Disturbance in attention  
Fatigue  
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4127361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2004 4127361 EXPEDITED (15-DAY) Y HO,OT HQWYE291031MAR04 39 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
50 DAY

Anxiety EFFEXOR XR S ORAL 10 MG 1X PER 1 DAY
ORAL

400 DAY

Hyperventilation LOVAN (FLUOXETINE
HYDROCHLORIDE)

C  

Tremor ALPRAZOLAM (ALPRAZOLAM) C  
Restlessness VALIUM C  
Pallor  

4124015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4124015 DIRECT N 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S 1 PILL DAILY  
Crying  
Diarrhoea  
Dizziness  
Nausea  
4127714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4127714 EXPEDITED (15-DAY) N HO,OT HQWYE295731MAR04 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL "150 MG" , ORAL  
Abnormal behaviour  
Intentional overdose  
Suicidal ideation  
Suicide attempt  
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4127872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4127872 EXPEDITED (15-DAY) Y LT,OT HQWYE292031MAR04 45 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus inadequate control EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

INSULIN NOS C  
4128242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4128242 EXPEDITED (15-DAY) Y HO HQWYE293431MAR04 23 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delusional disorder, persecutory type EFFEXOR XR S ORAL SEE IMAGE 15 DAY
4128254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4128254 EXPEDITED (15-DAY) Y HO,OT HQWYE294331MAR04 35 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Generalised tonic-clonic seizure TRAMADOL HYDROCHLORIDE S ORAL 1 G 1X PER 1 DAY 1 DAY
Condition aggravated  
Flushing  
Hyperhidrosis  
Hypertension  
Hypotension  
4128284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4128284 EXPEDITED (15-DAY) Y HO FRWYE679101APR04 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal disorder EFFEXOR S ORAL 3 DAY
Hepatic failure ALVERINE CITRATE S ORAL  
Pyrexia  
Toxic skin eruption  
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4128292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4128292 EXPEDITED (15-DAY) Y HO HQWYE294531MAR04 20 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR S ORAL 75 MG 1X PER 21 DAY

ORAL
134 DAY

Trismus ZOLOFT C  
Choreoathetosis  
4128299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4128299 EXPEDITED (15-DAY) Y HO HQWYE328401APR04 26 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Abnormal dreams  
Maternal drugs affecting foetus  
4128334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4128334 EXPEDITED (15-DAY) Y HO HQWYE292831MAR04 54 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angle closure glaucoma EFFEXOR XR S ORAL "1 DOSE

UNSPECIFIED, DAILY"
ORAL

1 DAY

Conjunctival hyperaemia  
Eye pain  
Migraine  
Pupil fixed  
Pupillary disorder  
Visual impairment  
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4128338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4128338 EXPEDITED (15-DAY) Y HO HQWYE294231MAR04 37 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL "37.5 MG ONE TIME

ORAL
3 DAY

Euphoric mood MIRTAZAPINE S ORAL "60 MG ONE TIME"
ORAL

 

Agitation ZYPREXA C  
Inappropriate affect ACETAMINOPHEN C  
Anxiety  
Irritability  
Restlessness  
Thinking abnormal  
4128353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 4128353 EXPEDITED (15-DAY) Y DS HQWYE043923MAR04 68 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alveolitis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Dyspnoea ATENOLOL (ATENOLOL) C  
ZOCOR C  
NITRO-DUR C  
NORVASC C  
ATACAND C  
SYNTHROID C  
LORAZEPAM C  
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6878846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2004 6878846 EXPEDITED (15-DAY) Y HO,OT HQWYE292131MAR04 84 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Serotonin syndrome ZYVOX S ORAL 1.2 G 1X PER 1 DAY
ORAL

 

4112384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2004 4112384 EXPEDITED (15-DAY) Y OT HQWYE604405MAR04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac murmur EFFEXOR S TRANSPLACENTAL 150 MG  
Foetal arrhythmia  
Maternal exposure during pregnancy  
4126915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2004 4126915 DIRECT N OT 77 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia EFFEXOR XR S 150 MG AM , 75 MG

NOON
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4128360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2004 4128360 EXPEDITED (15-DAY) Y HO HQWYE291831MAR04 83 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory alkalosis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY 9 DAY

FLUDROCORTISONE ACETATE S  
METOCLOPRAMIDE S  
PANTOPRAZOLE
(PANTOPRAZOLE)

S  

OXAZEPAM S  
SOTALOL S  
TRIMETHOPRIM S  
WARFARIN SODIUM C  

4128537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2004 4128537 EXPEDITED (15-DAY) N DE,HO,OT 2004207185US 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose XANAX S SEE IMAGE  
Cardio-respiratory arrest DURAGESIC S TRANSDERMAL 25 UG, 1 IN 72 HOUR,

TRANSDERMAL
 

Hypoglycaemia EFFEXOR XR S SEE IMAGE  
Coma AMBIEN S PRN,  
Decreased appetite PHENERGAN S 25 MG,  
Nausea INSULIN NOS C  
Lethargy NEURONTIN C  
Apathy ZYPREXA C  
Disturbance in attention LIPITOR C  
Candiduria PREMARIN C  
Fatigue DOXEPIN (DOXEPIN) C  
Corneal abrasion CIPRO (CIPROFLOXACIN

HYDROCHLORIDE) TABLET
C  

Panic attack PROZAC C  
Hypersensitivity RITALIN C  
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4128537
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sedation CLARITIN C  
Diabetic eye disease SYNTHROID C  
Urinary tract infection REMERON C  
Blood pH decreased REGLAN C  
Convulsion BACTRIM DS C  
Aspiration DIFLUCAN C  
Neuropathy peripheral WELLBUTRIN SR C  
Depression CIPRO (CIPROFLOXACIN

HYDROCHLORIDE) SOLUTION,
OPHTHALMIC

C  

Drug ineffective MICRO-K C  
Candida infection HUMALOG C  
Bacterial test  
Blood glucose fluctuation  
Blood thyroid stimulating hormone increased  
Culture urine positive  
Social phobia  
4128632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2004 4128632 EXPEDITED (15-DAY) Y HO SEWYE679501APR04 84 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Antipsychotic drug level above therapeutic EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Blood calcium increased LITHIUM S ORAL 42 MG 1X PER 1 DAY  
Bundle branch block right RISPERDAL S ORAL 1 MG 1X PER 1 DAY  
Bundle branch block left  
Confusional state  
Urine output increased  
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4123071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2004 4123071 EXPEDITED (15-DAY) Y HO S04-NLD-01317-01 51 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subileus CITALOPRAM HYDROBROMIDE S ORAL 20 MG QD PO  
Large intestinal obstruction EFFEXOR S ORAL 75 MG QD PO  
Disease recurrence  
4127532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2004 4127532 DIRECT N DS,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling of body temperature change EFFEXOR XR S ORAL 75 MG ORAL DAY  
Asthenia  
Crying  
Drug withdrawal syndrome  
Influenza like illness  
Lethargy  
Muscle tightness  
Myalgia  
4128332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2004 4128332 EXPEDITED (15-DAY) OT HQWYE292431MAR04 56 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sleep apnoea syndrome EFFEXOR XR S ORAL SEE IMAGE ORAL  
Condition aggravated  
Depression  
Restless legs syndrome  
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4129451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2004 4129451 EXPEDITED (15-DAY) N OT HQWYE373926FEB04 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL SEE IMAGE  
Gastric disorder STRATTERA C  
Aggression  
Anxiety  
Disorientation  
Drug withdrawal syndrome  
Headache  
Homicidal ideation  
Influenza like illness  
Nausea  
Paraesthesia  
Speech disorder  
Suicidal ideation  
Vomiting  

4059282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2004 4059282 EXPEDITED (15-DAY) N DE HQWYE794719DEC03 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL OVERDOSE, ORAL  
Coma DURAGESIC S OVERDOSE  
Rib fracture BUPROPION (AMFEBUTAMONE) C  
Toxicity to various agents MIRTAZAPINE (MIRTAZAPINE) C  

METOCLOPRAMIDE C  
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4128250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2004 4128250 DIRECT N HO,DS,LT,OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour PAXIL S DAILY  
Anxiety XANAX S DAILY  
Agitation EFFEXOR S DAILY  
Panic attack LUVOX S DAILY  
Akathisia  
Alcohol use  
Compulsions  
Delusion  
Drug withdrawal syndrome  
Hallucination  
Hostility  
Impulsive behaviour  
Insomnia  
Intentional self-injury  
Irritability  
Mania  
Mental disorder  
Self injurious behaviour  
Tobacco user  
Weight increased  
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4094312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2004 4094312 EXPEDITED (15-DAY) Y HO FR-BRISTOL-MYERS
SQUIBB
COMPANY-12511176

72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall IRBESARTAN S ORAL tablets  BRISTOL MYERS SQUIBB
Headache LASIX S ORAL 1 tablet daily  
Vertigo NEURONTIN S ORAL  
Pruritus TRAMADOL HYDROCHLORIDE S ORAL  
Rash EFFEXOR S ORAL  
Urticaria AMLODIPINE BESYLATE C  
Bradyarrhythmia ACARBOSE C  
Cerebral atrophy LANSOPRAZOLE C  
Toxic skin eruption DIFRAREL C  
Self-medication DAFALGAN C  

VASTAREL C  
4127989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2004 4127989 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE S ORAL 75 MG TID ORAL  
Dysphonia  
Feeling abnormal  
Hallucination, auditory  
Nervous system disorder  
Paraesthesia  
Respiratory disorder  
Tinnitus  
Tremor  
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4131428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2004 4131428 EXPEDITED (15-DAY) Y OT HQWYE258030MAR04 54 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Erythema  
Eye swelling  
Pruritus  
Swelling face  

4102387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2004 4102387 EXPEDITED (15-DAY) Y HO,OT 2004010454 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall NEURONTIN S ORAL 600 MG (DAILY), ORAL  
Vertigo FUROSEMIDE S ORAL 20 MG (DAILY), ORAL  
Headache IRBESARTAN S ORAL 300 MG (DAILY), ORAL  
Electroencephalogram abnormal TRAMADOL HYDROCHLORIDE S ORAL 300 MG (DAILY), ORAL  
Metabolic disorder VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, ORAL  
Toxic skin eruption ACARBOSE S ORAL 300 MG , ORAL  
Cerebral atrophy AMLODIPINE BESYLATE C  
Brain scan abnormal LANXOPRAZOLE

(LANSOPRAZOLE)
C  

DIFRAREL (BETACAROTENE,
MYRTILLUS)

C  

ACETAMINOPHEN C  
TRIMETAZIDINE
HYDROCHLORIDE
(TRIMETAZIDINE
HYDROCHLORIDE)

C  

BETACAROTENE
(BETACAROTENE)

C  
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4130926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2004 4130926 EXPEDITED (15-DAY) Y OT FRWYE698313APR04 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL 50 MG 60X PER 1 DAY 1 DAY
Fall  
Malaise  
Suicide attempt  
Traumatic haematoma  

4005815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4005815 EXPEDITED (15-DAY) Y LT 2003175597FR 1 DAY Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy XANAX S INTRAUTERINE 0,25 MG/DAY, INTRA-

UTERINE
 

Cardio-respiratory arrest neonatal CHLORPROMAZINE S INTRAUTERINE INTRA-UTERINE  
Somnolence neonatal EFFEXOR S INTRAUTERINE 25 MG/DAY, INTRA-

UTERINE
 

Regurgitation MIRTAZAPINE (MIRTAZAPINE) C  
Foetal arrhythmia  
Forceps delivery  
4115440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4115440 EXPEDITED (15-DAY) Y HO HQWYE843715MAR04 54 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Depression LAMICTAL C  
Depression suicidal LITHIUM (LITHIUM) C  
Insomnia  
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4130043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4130043 DIRECT HO,LT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S 1 PER DAY  WYETH
Suicidal ideation  
4130094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4130094 DIRECT Y HO 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 150 MG DAY ORAL  
Mood swings  
Suicidal ideation  
4130150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4130150 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG ONCE A DAY

ORAL
 WYETH

EFFEXOR XR S ORAL 75 MG ONCE A DAY
ORAL

 WYETH

4130272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4130272 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dependence EFFEXOR S ORAL 150 MG DAILY ORAL  WYETH
Drug withdrawal syndrome LEVOXYL C  
Disorientation  
Dyskinesia  
Emotional disorder  
Sensory disturbance  
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4131432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4131432 EXPEDITED (15-DAY) Y DS GBWYE699413APR04 56 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Joint swelling EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 7 DAY
Arthralgia SIMVASTATIN C  
Myalgia CITALOPRAM HYDROBROMIDE

(CITALOPRAM HYDROBROMIDE)
C  

Urinary retention ORLISTAT (ORLISTAT) C  
Haematuria TEMAZEPAM C  
Gastrointestinal infection DEPO-MEDROL C  

NICORANDIL (NICORANDIL) C  
MORPHINE SULFATE C  
BETAHISTINE HYDROCHLORIDE
(BETAHISTINE
HYDROCHLORIDE)

C  

FINASTERIDE C  
GABAPENTIN (GABAPENTIN) C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

DOMPERIDONE (DOMPERIDONE) C  
POLYTAR (COAL TAR) C  
RAMIPRIL C  
OMEPRAZOLE C  
ISOSORBIDE MONONITRATE C  
CELECOXIB (CELECOXIB) C  
ALBUTEROL SULFATE C  
ATENOLOL (ATENOLOL) C  
GLYCERYL TRINTIRATE
(GLYCERYL TRINTIRATE)

C  

DIHYDROCODEINE
(DIHYDROCODEINE)

C  

4132271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4132271 EXPEDITED (15-DAY) N DE A03200401059 34 YR Female USA
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4132271
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea AMBIEN S ORAL 10 MG PRN -  ORAL  
Eating disorder DURAGESIC S TRANSDERMAL 25 UG, 1 IN 72  HOUR -

TRANSDERMAL
 

Bacterial test negative EFFEXOR XR S ORAL 75 MG OD - ORAL  
Anxiety EFFEXOR XR S ORAL 150MG OD - ORAL  
Panic attack EFFEXOR XR S ORAL 75 MG OD -ORAL  
Lethargy EFFEXOR S ORAL 112.5 MG OD - ORAL  
Decreased interest EFFEXOR XR S ORAL 150 MG OD - ORAL  
Apathy XANAX S ORAL 0.5 MG TID - ORAL  
Disturbance in attention XANAX S ORAL 1 MG TID - ORAL  
Candida infection XANAX S ORAL 0.5 MG TID - ORAL  
Hypersensitivity XANAX S ORAL 1 MG TID ORAL  
Fatigue XANAX S ORAL 0.5 MG TID ORAL  
Hypoglycaemia PHENERGAN S ORAL 25 MG PRN ORAL  
Convulsion GABAPENTIN C  
Aspiration OLANZAPINE C  
Cardiac arrest ATORVASTATIN C  
Cardio-respiratory arrest CIPROFLOXACIN C  

METHYLPHENIDATE
HYDROCHLORIDE

C  

LEVOTHYROXINE SODIUM C  
MIRTAZAPINE C  
METOCLOPRAMIDE C  
SULFAMETHOXAZOLE &
TRIMETHOPRIM

C  

FLUCONAZOLE C  
INSULIN NOS C  
MECLIZINE C  
ESTROGENS CONJUGATED C  
LORATADINE C  
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4132847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2004 4132847 EXPEDITED (15-DAY) OT HQWYE374607APR04 Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric disorder EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Anxiety MILNACIPRAN HYDROCHLORIDE S  
Abdominal distension  
Hyperhidrosis  
Nausea  
Tremor  

4130462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2004 4130462 DIRECT DE 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
4130508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2004 4130508 DIRECT N HO,LT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL DAILY - ORAL  

SEREVENT DISKUS C  
FLOVENT C  
FLONASE C  

4130746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2004 4130746 DIRECT N HO,LT 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritability EFFEXOR XR S ORAL ONE DAY ORAL  WYETH AYERST
Hostility PAXIL S ORAL ONE DAY ORAL  
Condition aggravated  
Depression  
Suicide attempt  
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4130776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2004 4130776 EXPEDITED (15-DAY) Y HO FRWYE695207APR04 27 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY 2 YR
Mania CANNABIS (CANNABIS) S  

ZYPREXA S ORAL LOW DOSE  
4133046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2004 4133046 EXPEDITED (15-DAY) Y OT GBWYE564806FEB04 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood prolactin increased EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY  
Breast discomfort CITALOPRAM HYDROBROMIDE S 16 DROPS  

DOMPERIDONE S ORAL 20 ML  
TRAMADOL HYDROCHLORIDE S 50-100 MG, THREE

TIMES DAILY
 

4127928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2004 4127928 EXPEDITED (15-DAY) OT PHFR2004GB01777 18 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous CARBAMAZEPINE S ORAL 200mg/day 72 DAY NOVARTIS
Maternal exposure during pregnancy EFFEXOR S ORAL 75mg/day 72 DAY
Maternal drugs affecting foetus  
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4130958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2004 4130958 DIRECT N OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 3 TABLET DAY ORAL  
Balance disorder NYOLOL GEL C  
Blood cholesterol increased  
Intraocular pressure increased  
Metabolic disorder  
Weight increased  
Weight loss poor  
4131715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2004 4131715 DIRECT N DE 64 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S 75 MG ONCE DAILY  

4113703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2004 4113703 EXPEDITED (15-DAY) Y HO,OT HQWYE662909MAR04 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 225 MG 1 X PER 1

DAY, ORAL
 

Rash  
Seasonal allergy  
Skin lesion  
Swelling  
Urticaria  
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4116724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2004 4116724 EXPEDITED (15-DAY) Y HO,LT HQWYE867616MAR04 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

TOT, ORAL
 

CELEBREX C  
LIPITOR C  
ATENOLOL (ATENOLOL) C  
MONOPRIL C  
HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

4130762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2004 4130762 EXPEDITED (15-DAY) Y OT GBWYE693207APR04 42 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bruxism EFFEXOR S ORAL 75 MG, ORAL 82 DAY
Blood pressure increased  
Muscle tightness  
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4134990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2004 4134990 EXPEDITED (15-DAY) Y HO,OT FRWYE700413APR04 80 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY 4 DAY
Emotional disorder BROMAZEPAM S ORAL 0.5 TABLET 1X PER 1

DAY
7 DAY

Mental disorder PROSCAR C  
Personality disorder LASILIX (FUROSEMIDE) C  
Affective disorder CALCIDIA (CALCIUM

CARBONATE)
C  

ALLOPURINOL C  
ASPIRIN LYSINE C  
EUPANTOL C  
ARANESP C  
DIGOXIN C  
ISOSORBIDE DINITRATE C  
AMLODIPINE BESYLATE C  

4135120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2004 4135120 EXPEDITED (15-DAY) Y OT GBWYE705616APR04 57 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
8 DAY

Anxiety BECLOMETHASONE
DIPROPIONATE
(BECLOMETASONE
DIPROPIONATE)

C  

Insomnia SALMETEROL (SALMETEROL) C  
Depression TERBUTALINE SULFATE C  
Condition aggravated CO-CODAMOL (CODEINE

PHOSPHATE/PARACETAMOL)
C  
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4127912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2004 4127912 EXPEDITED (15-DAY) N OT HQWYE293331MAR04 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Agitation ALLOPURINOL C  
Homicidal ideation  
Hostility  
Impulsive behaviour  
Suicidal ideation  
4132279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2004 4132279 DIRECT Y OT Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 75 MG DAILY ORAL  WYETH
4134494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2004 4134494 EXPEDITED (15-DAY) Y HO,OT FRWYE704915APR04 33 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tetany EFFEXOR S ORAL 50 MG 1X PER 1 DAY

ORAL
1 DAY

Vomiting XANAX C  
Paraesthesia  
Visual impairment  
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4134618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2004 4134618 EXPEDITED (15-DAY) Y HO,LT,OT FRWYE700513APR04 24 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agranulocytosis EFFEXOR S ORAL ORAL 92 DAY
Candida infection  
Lymphopenia  
Pseudomonas infection  
Tonsillitis  
4135631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2004 4135631 EXPEDITED (15-DAY) N HO HQWYE432712APR04 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL;  150 MG 1X PER
1 DAY, ORAL

 

Hostility ADVIL S ORAL "HANDFUL OF 200MG
TABLETS" (OVERDOS
E AMOUNT), ORAL

 

Abnormal behaviour  
Drug ineffective  
Educational problem  
Intentional overdose  
Personality change  
Social problem  
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4137242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2004 4137242 NON-EXPEDITED Y HO CIP03001743 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis MACROBID S ORAL ORAL  
Blood alkaline phosphatase increased BLACK COHOSH S ORAL 20 MG TWICE DAILY,

ORAL
 

Aspartate aminotransferase increased SIMVASTATIN S ORAL ORAL  
Pyrexia EFFEXOR XR S ORAL ORAL  
Back pain CALCIUM CARBONATE C  
Hepatic pain MULTIVIT (VITAMINS NOS) C  
Hepatomegaly PRAVASTATIN C  
Urinary tract infection ESTER-C (CALCIUM

ASCORBATE)
C  

Alanine aminotransferase increased ECHINACEA C  
Pain METABOLIFE (SPIRULINA,

SMILAX ARISTOLOCHIIFOLIA
ROOT, HERBAL EXTRACTS NOS,
GUARANA, GINSENG, GINGER)

C  

Liver function test abnormal BLACK COHOSH (CIMICIFUGA) C  
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4133276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2004 4133276 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR S ORAL 150 MG DAILY ORAL  WYETH
Asthenia  
Chills  
Dizziness  
Drug dependence  
Nausea  
Pain  
Paraesthesia  
Pyrexia  
Sensory disturbance  

4133809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2004 4133809 DIRECT N DS 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 3 CAPSULES ORAL  WYETH
Disturbance in attention  
Dysstasia  
Feeling abnormal  
Photopsia  
Vision blurred  
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4135922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2004 4135922 EXPEDITED (15-DAY) Y DE USA-2004-0014652 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  
Overdose ALCOHOL S  
Toxicity to various agents ALPRAZOLAM (ALPRAZOLAM) S  
Hypertrophic cardiomyopathy DIAZEPAM (DIAZEPAM) S  
Hypertensive cardiomyopathy VENLAFAXINE S  
Accident  
Acute myocardial infarction  
Alcohol poisoning  
Aortic arteriosclerosis  
Aortic thrombosis  
Aortic valve disease  
Arteriosclerosis coronary artery  
Benign prostatic hyperplasia  
Brain contusion  
Cardiac disorder  
Cardiomegaly  
Cerebral arteriosclerosis  
Cholecystitis chronic  
Cholelithiasis  
Head injury  
Hyperadrenocorticism  
Necrosis  
Renal arteriosclerosis  
Skin graft  
Thermal burn  
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4136308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2004 4136308 EXPEDITED (15-DAY) Y HO NLWYE716221APR04 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 37.5 MG 7X PER 1 DAY

ORAL
1 DAY

Hyperventilation ALEVE S ORAL 220 MG 10X PER 1
DAY ORAL

1 DAY

Intentional overdose  
Muscle spasms  
Overdose  
Tachypnoea  
4137545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2004 4137545 EXPEDITED (15-DAY) Y HO HQWYE637908MAR04 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S ORAL SEE IMAGE  
Feeling abnormal SYNTHROID C  
Impaired driving ability DANAZOL C  
Drug withdrawal syndrome PREVACID C  
Impaired work ability  
Somnolence  

4103450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4103450 EXPEDITED (15-DAY) Y DEWYE596523FEB04 29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction VENLAFAXINE HYDROCHLORIDE S  
Alcohol poisoning ALCOHOL S  
Toxicity to various agents  
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4127877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4127877 EXPEDITED (15-DAY) OT HQWYE292631MAR04 56 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated  
Sleep apnoea syndrome  
Tremor  
4134405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4134405 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S ORAL 2X DAILY ORAL  
Bedridden  
Dizziness  
Feeling abnormal  
Tinnitus  

Page: 549 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4135058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4135058 DIRECT N DE,LT 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death CLOZARIL S 400 MG DAILY 6 YR
Fall PROZAC S 40 MG DAILY 2 YR
Asthenia EFFEXOR XR S 300 MG DAILY 2 YR
Memory impairment BENADRYL S 100 MG DAILY,

DIVIDED
3 YR

Communication disorder LITHIUM C  
Convulsion SYNTHROID C  

DDAVP C  
DETROL LA C  
ZANTAC C  
FLOMAX C  
ATIVAN C  
GEMFIBROZIL C  
VITAMIN E C  
MULTI-VITAMIN C  
MIRALAX C  
COLACE C  
FIBERCON C  
LEXATIVES C  

4135149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4135149 EXPEDITED (15-DAY) Y OT DEWYE646417MAR04 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 35 MG 1X PER 1 DAY  
Blood pressure increased BELOC-ZOC MITE (METOPROLOL

SUCCINATE)
C  

Condition aggravated DYTIDE (BENZTHIAZIDE/
TRIAMTERENE)

C  
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Detailed Report
4135441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4135441 EXPEDITED (15-DAY) Y OT GBWYE705216APR04 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE I MAGE 8 DAY
Intentional overdose ALCOHOL S 1 DAY
Alcohol use  
Drug withdrawal syndrome  
4135713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4135713 EXPEDITED (15-DAY) Y HO SEWYE556805FEB04 56 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congestive cardiomyopathy EFFEXOR S ORAL 75 MG 2X PER 1 DAY  
4137077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4137077 EXPEDITED (15-DAY) N OT HQWYE475615APR04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Conversion disorder  
Fatigue  
Feeling abnormal  
Medication error  
Mental disorder  
Suicidal ideation  
Temperature intolerance  
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4139371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4139371 NON-EXPEDITED Y OT US-
JNJFOC-20030900310

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy ULTRAM S ORAL ORAL  
Paralysis EFFEXOR S  
Dyskinesia LIPITOR C  
Night sweats VIOXX C  
Adverse event WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

Paraesthesia  
4139415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2004 4139415 NON-EXPEDITED Y HO US-
JNJFOC-20031001307

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage ULTRAM S ORAL  
Convulsion EFFEXOR S ORAL 150 MG, 1 IN 1 DAY,

ORAL
 

Drug interaction PROVIGIL S  
LEVOXYL C  
PROTONIX C  
ACETAMINOPHEN
\HYDROCODONE BITARTRATE

C  

LASIX C  
ALDACTONE C  
NEURONTIN C  
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4093718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2004 4093718 EXPEDITED (15-DAY) Y OT GBWYE557705FEB04 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome EFFEXOR S ORAL SEE IMAGE  
Fatigue  
Feeling abnormal  
Night sweats  
4135273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2004 4135273 DIRECT N CA,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S DAILY  
Nervous system disorder EFFEXOR XR S DAILY TO WEA  
Dizziness  
Feeling abnormal  
4137611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2004 4137611 EXPEDITED (15-DAY) OT HQWYE609427APR04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Affect lability  
Apnoea  
Paraesthesia  
Paralysis  
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4137742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2004 4137742 EXPEDITED (15-DAY) Y OT HQWYE549021APR04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gestational hypertension EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Maternal drugs affecting foetus  
Pregnancy  

4133247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2004 4133247 EXPEDITED (15-DAY) N DE US-
GLAXOSMITHKLINE-
B0313828A

25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUPROPION S ORAL  GLAXOSMITHKLINE
Hostility VENLAFAXINE HYDROCHLORIDE S ORAL  
Agitation  
Convulsion  
Haemodynamic instability  
Mental impairment  
Pyrexia  

Page: 554 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4133254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2004 4133254 EXPEDITED (15-DAY) N DE,OT US-
GLAXOSMITHKLINE-
B0313905A

28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUPROPION S UNKNOWN 13TAB per day  GLAXOSMITHKLINE
Convulsion VERAPAMIL HYDROCHLORIDE S ORAL 30TAB per day  
Blood pressure decreased VENLAFAXINE HYDROCHLORIDE S UNKNOWN 1575MG per day  
Heart rate decreased COCAINE S UNKNOWN  
Respiratory rate decreased BENZODIAZEPINE C  
Blood creatinine increased  
Blood urea increased  
Bundle branch block  
Cardiac arrest  
4136304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2004 4136304 EXPEDITED (15-DAY) Y HO,LT,OT GBWYE660724MAR04 69 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 9 DAY
Depression SERTRALINE HYDROCHLORIDE S ORAL 50 MG 1X PER 1 DAY 8 DAY
Condition aggravated ATORVASTATIN

(ATORVASTATIN)
C  

Generalised tonic-clonic seizure TIBOLONE (TIBOLONE) C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

AMITRIPTYLINE
HYDROCHLORIDE

C  

Page: 555 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4138966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2004 4138966 EXPEDITED (15-DAY) Y HO 2004-DE02204DE 55 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt PRAMIPEXOLE

DIHYDROCHLORIDE
S ORAL PO  

Gastrointestinal sounds abnormal VENLAFAXINE HYDROCHLORIDE S ORAL 2250 MG (1X60
TABLETS) PO/ONCE

 

Somnolence VALPROIC ACID S ORAL 1X8-10 TABLETS
(1X8-10 TABLETS) PO/
ONCE

 

Vomiting WINE S ORAL 1 LITRE WINE (1 LITRE
WINE) PO/ONCE

 

Alcohol use  
Intentional overdose  

4134522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2004 4134522 EXPEDITED (15-DAY) Y OT GBWYE714321APR04 39 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL 75 MG  
Amnesia ALCOHOL (ETHANOL) S  
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4138291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2004 4138291 DIRECT N DE 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal REMERON S 30 MG (1 TABLET/DAY)  
Condition aggravated EFFEXOR S 37.5 MG (1 CAPSUL/

DAY)
 

Insomnia CLONAZEPAM (KLONOPINE) C  
Weight decreased SEROQUEL C  
Agitation  
Anxiety  
Asphyxia  
Cachexia  
Completed suicide  
Decreased appetite  
Depression  
Fatigue  
Social avoidant behaviour  
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4139017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2004 4139017 EXPEDITED (15-DAY) HO 2004-115414-NL 78 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia MIRTAZAPINE S 60 MG/45 MG/60 MG 18 WEEK

VENLAFAXINE HYDROCHLORIDE S 75 MG/112.5 MG 12 DAY
NORTRIPYTYLINE
HYDROCHLORIDE

C  

ZOPICLONE C  
LORAZEPAM C  
PANTOPRAZOLE SODIUM C  
METFORMIN HYDROCHLORIDE C  
METFORMIN HYDROCHLORIDE C  
ACETYLSALICYLIC ACID C  
ATORVASTATIN CALCIUM C  
ATENOLOL C  

4139099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2004 4139099 EXPEDITED (15-DAY) Y OT GBWYE525421JAN04 25 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL IN EXCESS OF 450MG

PER DAY ORAL
1 YR

Epistaxis LITHIUM CARBONATE C  
Drug abuser  
Headache  
4139105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2004 4139105 EXPEDITED (15-DAY) Y OT HQWYE572922APR04 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Phaeochromocytoma EFFEXOR XR S ORAL ORAL  
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4139164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2004 4139164 EXPEDITED (15-DAY) Y OT GBWYE721926APR04 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus inadequate control EFFEXOR S ORAL 150 MG 4X PER 1 DAY

ORAL
 

Electrocardiogram QT prolonged CLOZAPINE S ORAL 275MG ORAL; SEE
IMAGE

 

Oropharyngeal pain VALPROATE SODIUM
(VALPROATE SODIUM)

S 500 MG 2X PER 1 DAY  

Pain DESMOPRESSIN C  
Heart rate increased METFORMIN HYDROCHLORIDE C  

GLICLAZIDE C  
METHYLCELLULOSE C  

4131429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2004 4131429 EXPEDITED (15-DAY) OT HQWYE354405APR04 57 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL ORAL; TAPER OFF;

"37.5 STAGE"
 

Drug ineffective  
Drug withdrawal syndrome  
Fatigue  
Hypertension  
No therapeutic response  
Paraesthesia  
Poor peripheral circulation  
Raynaud's phenomenon  
Sexual dysfunction  
Suicidal ideation  
Tinnitus  
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4138225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2004 4138225 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1/ DAY ORAL  
Impaired work ability  
Nervousness  
Product quality issue  
Self-medication  
Sensory disturbance  
4138353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2004 4138353 DIRECT N DS 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR XR S ORAL 1 CAPSUL DAILY ORAL  
Abdominal discomfort  
Abnormal dreams  
Cognitive disorder  
Contusion  
Drug withdrawal syndrome  
Impaired work ability  
Irritability  
Lethargy  
Mood swings  
Sensory disturbance  
Sleep disorder  
Visual acuity reduced  
Weight increased  
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4138390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2004 4138390 DIRECT N HO,LT,OT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Marital problem EFFEXOR S ORAL 300MG 1 DAILY ORAL  
Impaired work ability  
Suicidal ideation  
4138717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2004 4138717 DIRECT N DS 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR S 450 PER DAY  WYETH
Anger  
Crying  
Depressed mood  
Family stress  
Feeling abnormal  
Impaired work ability  
Irritability  
Mental disorder  
Migraine  
Nausea  
Nervous system disorder  
Paraesthesia  
Threat of redundancy  
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4139714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2004 4139714 EXPEDITED (15-DAY) Y HO HQWYE571722APR04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatotoxicity EFFEXOR XR S ORAL SEE IMAGE ORAL  
Rash LEXAPRO S  
Sunburn BUSPAR C  
Abdominal discomfort  
Drug ineffective  
Faecal incontinence  
Nausea  
Oedema peripheral  
Urinary incontinence  
4139789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2004 4139789 EXPEDITED (15-DAY) Y OT HQWYE572722APR04 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Corneal dystrophy VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

4078448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2004 4078448 EXPEDITED (15-DAY) Y OT GBWYE521020JAN04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vasculitis EFFEXOR S ORAL 37.5 MG, ORAL 22 DAY

SENNA C  
LACTULOSE C  
CO-CODAMOL (CODEINE
PHOSPHATE/PARACETAMOL)

C  
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4140388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2004 4140388 EXPEDITED (15-DAY) N OT HQWYE575823APR04 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S ORAL ORAL  
Mental disorder CANNABIS SATIVA SUBSP.

INDICA TOP
S INHALATION INHALATION  

Amnesia  
Delusion  
Suicidal ideation  
4140398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2004 4140398 EXPEDITED (15-DAY) N HO HQWYE578323APR04 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Musculoskeletal stiffness AZMACORT C  
Dyskinesia MAXAIR C  
Convulsion PROTONIX C  
Nervousness ZANTAC C  
Eye movement disorder  
Migraine  
Neuralgia  
Regurgitation  
Tongue spasm  
Vertigo positional  
Vomiting  
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4124678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2004 4124678 EXPEDITED (15-DAY) Y OT HQWYE143426MAR04 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, auditory EFFEXOR XR S ORAL SEE IMAGE  
Panic attack SEROQUEL S 50 MG 1 X PER 1 DAY  
Condition aggravated ZYPREXA C  
Somnolence XANAX C  
Anxiety  
Disturbance in attention  
Feeling abnormal  
4138311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2004 4138311 DIRECT N RI 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased activity EFFEXOR S ORAL 150 MG1/ DAY ORAL  WYETH
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3840455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2004 3840455 EXPEDITED (15-DAY) Y HO,LT HQ4041603SEP2002 32 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR S ORAL 300 MG 1X PER 1 DAY  
Shock GEODON S ORAL 120 MG 3X PER 1 DAY

ORAL
6 MTH

Nausea IMOVANE (ZOPICLONE) C  
Vomiting RAMIPRIL C  
Diarrhoea SELOKEN - SLOW RELEASE

(METOPROLOL TARTRATE)
C  

Decreased appetite LANACRIST (DIGOXIN) C  
Cardiac failure SPIRONOLACTONE  NM PJARMA

(SPIRONOLACTONE)
C  

Liver function test abnormal FUROSEMIDE (FUROSEMIDE) C  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood creatinine increased  
Gamma-glutamyltransferase increased  
Liver disorder  
Renal disorder  
4113317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2004 4113317 EXPEDITED (15-DAY) Y OT HQWYE618108MAR04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle atrophy EFFEXOR XR S ORAL UNKNOWN, ORAL  
Fatigue  
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4136753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2004 4136753 EXPEDITED (15-DAY) Y OT AU-
GLAXOSMITHKLINE-
B0331258A

50 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome IMIGRAN S NASAL 20MCG Twice per day  GLAXOSMITHKLINE
Influenza EFFEXOR S ORAL 450MG per day  
Anxiety MIRTAZAPINE S ORAL 60MG per day  
Pyrexia FLUARIX C INTRAMUSCULAR 1 DAY GLAXOSMITHKLINE
Chills  
Drug interaction  
Irritability  
Malaise  
Mood altered  
Nausea  
Nervousness  
Pallor  
Vasoconstriction  
4139561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2004 4139561 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 37.5 MG DAILY ORAL  
Stress  
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4139846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2004 4139846 DIRECT Y HO,RI 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation AMLODIPINE S  

LEVOTHYROXINE SODIUM S  
AMLODIPINE S  
FUROSEMIDE S  
VENLAFAXINE S  

4140960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2004 4140960 EXPEDITED (15-DAY) Y HO 200412196BCC Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachypnoea ALEVE S ORAL 2200 MG, ONCE, ORAL  
Muscle spasms EFFEXOR S ORAL 375 MG, ONCE, ORAL  
Overdose  
4141306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2004 4141306 EXPEDITED (15-DAY) Y OT HQWYE688904MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL UNKNOWN, ORAL  
Inappropriate antidiuretic hormone secretion  
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4044868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2004 4044868 EXPEDITED (15-DAY) HO,OT DEWYE425826NOV03 76 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE ORAL 8 DAY
Hyponatraemia NEXIUM S ORAL 20 MG ORAL  
Blood osmolarity decreased SPIRONOLACTONE S ORAL 25 MG ORAL  
Urine potassium decreased METOCLOPRAMIDE C  
Urine sodium decreased ATACAND (CANDESARTAN

CILEXETIL)
C  

CARVEDILOL C  
MAGNESIUM (MAGNESIUM) C  
KALINOR (POTASSIUM
CHLORIDE)

C  

PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

C  

ACETAMINOPHEN C  
4127742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2004 4127742 EXPEDITED (15-DAY) N OT HQWYE260730MAR04 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S ORAL SEE IMAGE 4 MTH
Chills  
Confusional state  
Drug ineffective  
Drug withdrawal syndrome  
Headache  
Hyperhidrosis  
Irritability  
Refusal of treatment by patient  
Vertigo  
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Detailed Report
4140467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2004 4140467 DIRECT N 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR S 112.5 MG  WYETH
Drug withdrawal syndrome  
Impaired work ability  
Muscle tightness  
Muscle twitching  
Nervousness  
4140806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2004 4140806 DIRECT Y LT,OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dissociation EFFEXOR XR S ORAL 150 MG PO QD  
Psychotic disorder ALCOHOL S  
Alcohol use STRATTERA C  
Depressed level of consciousness CLONAZEPAM C  
Amnesia DOXYCYCLINE C  
Aggression  
Self injurious behaviour  
4142012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2004 4142012 EXPEDITED (15-DAY) Y OT HQWYE688110MAR04 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone marrow failure EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Pancytopenia LITHIUM (LITHIUM) C  
Antinuclear antibody positive SYNTHROID C  
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4142417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2004 4142417 EXPEDITED (15-DAY) Y HO HQWYE660930APR04 40 YR Female MEX

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  
Meningitis  
Unevaluable event  

4100859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4100859 EXPEDITED (15-DAY) N DS,OT HQWYE122418FEB04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Headache UNSPECIFIED INGREDIENT C  
Drug withdrawal syndrome NEURONTIN C  
Feeling abnormal  
Medication error  
4102845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4102845 EXPEDITED (15-DAY) Y OT GBWYE595420FEB04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR XR S ORAL 75MG, FREQUENCY

UNKNOWN, ORAL; A
FEW DAYS

 

Mania EFFEXOR S ORAL SEE IMAGE 4 DAY
Bipolar I disorder  
Condition aggravated  
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4134327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4134327 EXPEDITED (15-DAY) Y HO,OT HQWYE455914APR04 1 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL APPROXIMATELY 20

EFFEXOR XR 75 MG
CAPSULES
(OVERDOSE AMOUNT
1500 MG), ORAL

 

Accidental overdose  
Chromaturia  
Heart rate increased  
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4142050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4142050 EXPEDITED (15-DAY) Y HO,OT FRWYE593019FEB04 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Electroencephalogram abnormal IRBESARTAN S ORAL 300 MG 1X PER 1 DAY,
ORAL; LONG COURSE
THERAPY

 

Vertigo TRAMADOL HYDROCHLORIDE S ORAL 2 TABLET 1X PER 1
DAY, ORAL; LONG
COURSE THERAPY

 

Headache ACARBOSE S ORAL 100 MG 3X PER 1 DAY,
ORAL; LONG COURSE
THERAPY

 

Metabolic disorder FUROSEMIDE S ORAL 1 DOSE 1X PER 1 DAY,
ORAL; LONG COURSE
THERAPY

 

Nervous system disorder NEURONTIN S ORAL 2 DOSE 1X PER 1 DAY,
ORAL; LONG COURSE
THERAPY

 

Urticaria AMLODIPINE BESYLATE C  
Eczema OGAST (LANSOPRAZOLE) C  
Toxic skin eruption DIFRAREL (BETACAROTENE/

MYRTILLUS)
C  

Bradyarrhythmia ACETAMINOPHEN C  
Cerebral atrophy VASTAREL C  
Self-medication  
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4142055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4142055 EXPEDITED (15-DAY) Y HO FRWYE679001APR04 74 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR S ORAL 150 MG DAILY, ORAL  
Balance disorder  
General physical health deterioration  
Malaise  
Nausea  
Weight decreased  
4142068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4142068 EXPEDITED (15-DAY) Y DE,HO FRWYE741004MAY04 96 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL 50 MG 3X PER 1 DAY;

ORAL
8 DAY

Peripheral ischaemia FLUINDIONE C  
Acute prerenal failure MOPRAL (OMEPRAZOLE) C  
Hyperkalaemia DIGOXIN C  
Hypernatraemia LASILIX (FUROSEMIDE) C  
White blood cell count increased DI-ANTALVIC

(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

Antidepressant drug level above therapeutic XALATAN C  
Coma POTASSIUM CHLORIDE C  
Hypertonia  
Hypotension  
Musculoskeletal stiffness  
Myoclonus  
Pupil fixed  
Pyrexia  
Trismus  
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4142071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4142071 EXPEDITED (15-DAY) Y OT GBWYE710519AP04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 150 MG, FREQUENCY

UNKNOWN; ORAL
 

Abortion spontaneous EFFEXOR XR S UNKNOWN EVERY OTHER DAY
DOSING; UNKNOWN

 

Pregnancy LABETALOL C  
4142426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4142426 EXPEDITED (15-DAY) HO HQWYE752607MAY04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Blood creatine phosphokinase increased  
Convulsion  
Coordination abnormal  
Labile blood pressure  
Overdose  
Pyrexia  
Somnolence  
Tachycardia  
Toxicity to various agents  
Tremor  
4143622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2004 4143622 EXPEDITED (15-DAY) Y OT HQWYE712305MAY04 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL ORAL  
Suicide attempt ROBITUSSIN COUGH AND COLD

D
S ORAL 100 CAPS (OVERDOSE

AMOUNT), ORAL
 

Aggression KLONOPIN C ORAL ORAL  
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4126063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2004 4126063 EXPEDITED (15-DAY) N DS HQWYE183326MAR04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL; TAPERED

DOSE
 

Confusional state  
Disturbance in attention  
Dry mouth  
Family stress  
Feeling abnormal  
Headache  
Impaired driving ability  
Mental disorder  
Panic attack  
Upper-airway cough syndrome  
4140982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2004 4140982 DIRECT Y 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR XR S ORAL 75 MG AT BEDTIME

ORAL
 

Weight increased  
4141055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2004 4141055 DIRECT Y HO,DS 78 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paranoia EFFEXOR S ORAL 37.5 MG QD ORAL  
Confusional state ZYPREXA S ORAL 2.5 MG QHS ORAL  
Delirium  
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4141142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2004 4141142 DIRECT N HO 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 150 ML ONCE DAILY

ORAL
 

Abnormal behaviour  
Agitation  
Drug screen positive  
Euphoric mood  
Feeling jittery  
Hostility  
Incoherent  
Insomnia  
Psychomotor hyperactivity  
Psychotic disorder  
Speech disorder  
4141529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2004 4141529 EXPEDITED (15-DAY) N OT HQWYE648129APR04 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Homicidal ideation DIAZEPAM (DIAZEPAM) C  
Lethargy MEDROXYPROGESTERONE

ACETATE
C  

Anger PREMARIN C  
Abnormal behaviour CYTOMEL C  

ATENOLOL (ATENOLOL) C  
CHONDROITIN SULFATE
(CHONDROITIN SULFATE)

C  

ACETAMINOPHEN C  
GLUCOSAMINE (GLUCOSAMINE) C  
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4141613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2004 4141613 EXPEDITED (15-DAY) Y DE HQWYE661130APR04 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR S ORAL SEE IMAGE  
Toxicity to various agents CODEINE S  
Drug interaction DIACETYLMORPHINE S  
Cardio-respiratory arrest CANNABIS SATIVA SUBSP.

INDICA TOP
S  

MORPHINE S  
4141624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2004 4141624 EXPEDITED (15-DAY) N OT HQWYE676403MAY04 80 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Corneal abrasion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Glaucoma WELLBUTRIN S HER DOSE "HAD
DOUBLED"

 

Condition aggravated XALATAN C  
Blindness unilateral  

4141515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2004 4141515 DIRECT N DS 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S OTHER 450 PER DAY OTHER  WYETH
Anger  
Depressed mood  
Discomfort  
Feeling abnormal  
Irritability  
Mental disorder  
Nausea  
Suicidal ideation  
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4141711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2004 4141711 DIRECT N DS,OT 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 / MG DAY ORAL  
Family stress  
Impaired work ability  
Thinking abnormal  
4141964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2004 4141964 DIRECT N DS 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S ONE A DAY  
Crying  
Drug dependence  
Drug withdrawal syndrome  
Feeling cold  
Loss of libido  
Nightmare  
Screaming  
Thinking abnormal  
4144356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2004 4144356 EXPEDITED (15-DAY) Y OT GBWYE710519APR04 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL SEE IMAGE  
Maternal exposure during pregnancy LABETALOL HCL C  
Maternal drugs affecting foetus  
Pregnancy  
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4142056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2004 4142056 DIRECT N 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort EFFEXOR S 75 MG DAILY  
Aggression  
Contusion  
Crying  
Fatigue  
Feeling abnormal  
Hypoaesthesia oral  
Menstruation irregular  
Nausea  
Somnolence  
Vertigo  
4142341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2004 4142341 EXPEDITED (15-DAY) Y HO,LT SEWYE748610MAY04 36 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mitral valve disease EFFEXOR S ORAL 300 MG PER 1X PER 1

DAY
 

Aortic valve incompetence TRUXAL (CHLORPROTHIXENE
HYDROCHLORIDE)

C  

Body temperature increased  
C-reactive protein increased  
Dyspnoea  
Tricuspid valve incompetence  
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4142424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2004 4142424 EXPEDITED (15-DAY) Y OT GBWYE266822AUG03 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Labour complication EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy UNSPECIFIED INGREDIENT C  
Caesarean section  
Maternal drugs affecting foetus  
Pregnancy  
4142429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2004 4142429 EXPEDITED (15-DAY) HO HQWYE752807MAY04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Agitation  
Confusional state  
Labile blood pressure  
Myoclonus  
Pyrexia  
Serotonin syndrome  
Tachycardia  
Toxicity to various agents  
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4142436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2004 4142436 EXPEDITED (15-DAY) HO HQWYE752907MAY04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Blood creatine phosphokinase increased  
Labile blood pressure  
Pyrexia  
Serotonin syndrome  
Somnolence  
Tremor  
4144800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2004 4144800 EXPEDITED (15-DAY) N OT HQWYE767407MAY04 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Product quality issue VELOSULIN BR S UNKNOWN DOSE,
CONTINUOUS VIA
INSULIN PUMP

 

PLAQUINOL
(HYDROXYCHLOROQUINE
SULFATE)

C  

LEUKERAN C  
NEURONTIN C  
ZIAC C  
PREDNISONE C  
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4057320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2004 4057320 EXPEDITED (15-DAY) Y OT GBWYE477522DEC03 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225MG (FREQUENCY

UNSPECIFIED), ORAL;
150MG (FREQUENCY
UNSPECIFIED), ORAL

 

Blood pressure increased  
Delusional disorder, unspecified type  
Electrocardiogram abnormal  
Myocardial ischaemia  
4134527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2004 4134527 EXPEDITED (15-DAY) Y OT ITWYE714221APR04 43 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metrorrhagia EFFEXOR S ORAL 150 MG 1 X PER 1 DAY  

MEDROXYPROGESTERONE
ACETATE

C  

4135700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2004 4135700 EXPEDITED (15-DAY) Y HO,OT HQWYE507519APR04 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Feeling abnormal LISINOPRIL (LISINOPRIL) C  
Dizziness PAXIL C  
Asthenia  
Hypotension  
Loss of consciousness  
Syncope  
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4139525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2004 4139525 EXPEDITED (15-DAY) Y OT HQWYE578623APR04 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL "UNSURE 75 -150 MG

DAILY", ORAL
 

Alcohol interaction UNSPECIFIED INGREDIENT S ORAL "DRANK 2 BEARS",
ORAL

 

TRILEPTAL C  
LAMICTAL C  

4143366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2004 4143366 DIRECT N OT 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S  WYETH AYERST
Abnormal behaviour  
Crying  
Depression  
Disorientation  
Fatigue  
Gait disturbance  
Nervous system disorder  
Road traffic accident  
Suicidal ideation  
Tinnitus  
Treatment noncompliance  
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4145233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2004 4145233 EXPEDITED (15-DAY) Y DE GBWYE623805MAR04 58 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 98 X 75 MG; 112 X 150

MG
 

Hypotension CETIRIZINE HYDROCHLORIDE S ORAL 30 X 10 MG  
Tachycardia MELOXICAM S ORAL 18 X 15 MG  
Completed suicide  
Respiratory failure  
4145288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2004 4145288 EXPEDITED (15-DAY) Y HO 2003-106486-NL 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome MIRTAZAPINE S DF  
Feeling abnormal VENLAFAXINE HYDROCHLORIDE S 37.5 MG 2 DAY
Agitation  
Blood pressure systolic increased  
Body temperature decreased  
Heart rate increased  
Myoclonus  
Respiratory rate increased  
Speech disorder  
Tremor  
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4145732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2004 4145732 EXPEDITED (15-DAY) Y RI 04P-167-0259625-00 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT prolonged VALPROATE SODIUM S 500 MG, 2 IN 1 D  ;

INCREASED DOSE
 

Diabetes mellitus inadequate control CLOZAPINE S ORAL 275 MG, 1 IN 1 D, PER
ORAL;  200 MG, 1 IN 1
D, PER ORAL

 

Pain VENLAFAXINE S 150 MG, 4 IN 1 D  
Oropharyngeal pain DESMOPRESSIN C  
Hyperglycaemia METFORMIN HYDROCHLORIDE C  

GLICLAZIDE C  
METHYLCELLULOSE C  

4143529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2004 4143529 DIRECT Y HO 65 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis VENLAFAXINE HYDROCHLORIDE S ORAL ONE TABLET TID FOR

4 ORAL
 

Tremor VENLAFAXINE HYDROCHLORIDE S ORAL TWO TABLET TID
ORAL

 

Chest pain  
Coma  
Skin discolouration  
4143535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2004 4143535 DIRECT N OT 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hangover EFFEXOR XR S ORAL 150MG PER DAY ORAL  WYETH
Judgement impaired  
Mobility decreased  
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4127738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2004 4127738 EXPEDITED (15-DAY) Y DS HQWYE341402APR04 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vitreous haemorrhage EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; ORAL; ORAL
 

Suicidal ideation LIPITOR C  
Blindness unilateral TRAZODONE HYDROCHLORIDE C  
Drug withdrawal syndrome ULTRAM C  
Visual acuity reduced HUMALOG C  

ALPHAGAN P C  
AZOPT C  
XALATAN C  
NEURONTIN C  

4147549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2004 4147549 EXPEDITED (15-DAY) N HO US-
JNJFOC-20040501699

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucinations, mixed TOPAMAX S ORAL ORAL  
Insomnia EFFEXOR S  
Overdose SEROQUEL S  

4148041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2004 4148041 EXPEDITED (15-DAY) Y OT HQWYE875713MAY04 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis C EFFEXOR XR S ORAL  
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4148052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2004 4148052 EXPEDITED (15-DAY) Y OT HQWYE669330APR04 36 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pityriasis rosea EFFEXOR S ORAL 75 MG 3X PER 1 DAY  
Herpes simplex REMERON C  
4148677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2004 4148677 EXPEDITED (15-DAY) N HO US-
JNJFOC-20040502193

44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion DURAGESIC S TRANSDERMAL 50 UG/HR, 1 IN 72

HOUR,
TRANSDERMAL;  75
UG/HR, 1 IN 72 HOUR,
TRANSDERMAL

 

EFFEXOR S  
4148765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2004 4148765 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE582326APR04 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Status epilepticus EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

TETRACYCLINE C  
GUAIPHENESIN (GUAIFENESIN) C  
SINGULAIR C  
PRILOSEC C  
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4167012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2004 4167012 EXPEDITED (15-DAY) N HO MK200405-0277-1 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol poisoning ANAFRANIL S  
Mydriasis PROZAC S  
Hypotension EFFEXOR S  
Bundle branch block right HETASTARCH S  
Serotonin syndrome MIRTAZAPINE S  
Acute respiratory distress syndrome LEVOPHED S  
Alveolitis ACETAMINOPHEN S  
Pneumothorax EQUANIL S  
Superinfection HYPNOVEL S  
Pseudomonas infection LOVENOX S  
Overdose BROMAZEPAM S  
Coma ALCOHOL S  

DEROXAT S  
ZOLOFT S  
FENTANYL S  
ACEPROMAZINE MALEATE
\MEPROBAMATE

S  

CYAMEMAZINE C  

4142865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2004 4142865 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0506845A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension WELLBUTRIN S ORAL  GLAXOSMITHKLINE

EFFEXOR S  
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4143161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2004 4143161 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0497075A

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased WELLBUTRIN XL S ORAL 150MG Per day 3 WEEK GLAXOSMITHKLINE
Palpitations EFFEXOR S 37.5MG Per day 3 WEEK
Feeling jittery VALIUM C  
Chest discomfort  
Decreased appetite  
Nausea  
Retching  
Somnolence  
Tinnitus  
Tremor  
4143216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2004 4143216 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0498361A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea WELLBUTRIN S ORAL 150MG Unknown  GLAXOSMITHKLINE
Chest discomfort EFFEXOR S UNKNOWN  
Adverse event  
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4114616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2004 4114616 EXPEDITED (15-DAY) N OT US-
GLAXOSMITHKLINE-
A0379831A

16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression PAXIL S ORAL 20MG Per day 1 YR GLAXOSMITHKLINE
Hallucination EFFEXOR S ORAL  
Abnormal dreams  
Amnesia  
Depression  
Feeling abnormal  
Medication error  
Suicidal ideation  
4148702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2004 4148702 EXPEDITED (15-DAY) Y DS,OT 001-0981-M0000462 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscular weakness LIPITOR S ORAL 10 MG (DAILY), ORAL  
Fatigue VENLAFAXINE HYDROCHLORIDE S  
Pain PREDNISONE S ORAL 30 MG, ORAL  
Liver function test abnormal ETIDRONATE DISODIUM C  
Myalgia CHOLESTYRAMINE C  
Gait disturbance LANSOPRAZOLE

(LANSOPRAZOLE)
C  

Impaired work ability CALCIUM D3 "STADA" (CALCIUM,
COLECALCIFEROL)

C  

Pain in extremity PREDNISONE C  
Cerebral palsy BISOPROLOL FUMARATE C  
Nerve conduction studies abnormal ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Muscle contractions involuntary NITROGLYCERIN C  
Blood glucose increased WELCHOL C  
Glucose urine present DIAZEPAM (DIAZEPAM) C  
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4148702
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amylase increased TIZANIDINE HYDROCHLORIDE C  
Haemorrhoids HYDROCODONE

(HYDROCODONE)
C  

Asthenia PROCHLORPERAZINE C  
Malaise ZALEPLON (ZALEPLON) C  
Blood pressure increased METHYLPREDNISOLONE

(METHYLPREDNISOLONE)
C  

Talipes METRONIDAZOLE C  
Peripheral motor neuropathy BENZONATATE (BENZONATATE) C  
Mitochondrial myopathy PAROXETINE HYDROCHLORIDE C  
Myopathy toxic TRIAMCINOLONE C  
Clumsiness LIDOCAINE HYDROCHLORIDE C  
Peroneal nerve palsy HEPATITIS B VACCINE

(HEPATITIS B VACCINE)
C  

Muscle twitching ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

Tremor TOCOPHEROL C  
Restless legs syndrome KETOCONAZOLE

(KETOCONAZOLE)
C  

Burning sensation ACETAMINOPHEN C  
Mobility decreased CENTRUM (VITAMINS NOS,

MINERAL NOS)
C  

Hypertension SUCRALFATE C  
Muscle atrophy (U-LACTIN) (OTHER

DERMATOLOGICAL
PREPARATIONS)

C  

Hyperaesthesia (HALLS) (COUGH AND COLD
PREPARATIONS)

C  

Plantar fasciitis IBUPROFEN (IBUPROFEN) C  
Amyotrophic lateral sclerosis ALCOMYXINE

(HYDROCORTISONE ACETATE,
NEOMYCIN SULFATE,
POLYMYCIN B SULFATE)

C  

Arthropathy AMANTADINE C  
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4148702
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasticity ALPRAZOLAM (ALPRAZOLAM) C  
Polymyositis NITROGLYCERIN C  
Palpitations FERROUS GLUCONATE (FEROUS

GLUCONATE)
C  

Low density lipoprotein increased MEFLOQUINE (MEFLOQUINE) C  
Aldolase increased MINOCYCLINE HYDROCHLORIDE C  
Weight fluctuation FUROSEMIDE (FUROSEMIDE) C  
Decreased appetite VERAPAMIL HYDROCHLORIDE C  
Eating disorder EPINEPHRINE C  
Gastrointestinal disorder ATROPINE C  
Depression ADENOSINE C  
Reflexes abnormal HYDROCORTISONE SODIUM

SUCCINATE
C  

Arthralgia VICK VAPOUR-RUB (CAMPHOR,
MENTHOL, THYMOL, CEDAR
WOOD OIL, EUCALYPTUS OIL,
TURPENTINE OIL, MYRISTICA

C  

Bundle branch block right OXYMETAZOLINE
HYDROCHLORIDE
(OXYMETAZOLINE
HYDROCHLORIDE)

C  

Abdominal pain DIPHENHYDRAMINE
HYDROCHLORIDE

C  

Flat affect LOPERAMIDE HYDROCHLORIDE C  
Stress ROBITUSSIN-DM (ETHANOL,

GUAIFENESIN,
DEXTROMETHORPHAN
HYDROBROMIDE)

C  

Exercise tolerance decreased PROCTOFOAM HC
(HYDROCORTISONE ACETATE,
PRAMOCAINE HYDROCHLORIDE)

C  

Hypoaesthesia VALSARTAN (VALSARTAN) C  
Paraesthesia HYDROCORTISONE C  
Arteriosclerosis UBIDECARENONE C  
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4148702
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematochezia (CARMEX) (STOMATOLOGICALS,

MOUTH PREPRATIONS)
C  

Dermatomyositis NORTRIPTYLINE
HYDROCHLORIDE

C  

Fall SULFACETAMIDE SODIUM C  
Type 2 diabetes mellitus HYDROCORTISONE C  
Tongue disorder LIBRAX C  
Laceration GAVISCON (SODIUM

BICARBONATE, SODIUM
ALGINATE BICARBONATE)

C  

Haematoma METRONIDAZOLE C  
Hypothyroidism DIFLORASONE DIACETATE

(DIFLORASONE DIACETATE)
C  

Cardiomyopathy PROXYMETACAINE
HYDROCHLORIDE
(PROXYMETACAINE
HYDROCHLORIDE)

C  

Dry mouth TRETINOIN C  
Blood creatine phosphokinase increased (SOLBAR PF) (PROTECTIVES

AGAINST UV-RADIATION)
C  

Dysphagia AMMONIUM LACTATE
(AMMONIUM LACTATE)

C  

Sleep disorder BENZOIN TINCTURE (BENZOIN
TINCTURE)

C  

Visual impairment ANUSOL-HC (HYDROCORTISONE
ACETATE, RESORCINOL, BENZYL
BENZOATE, ZINC OXIDE,
PERUVIAN BALSAM, BISMUTH

C  

Agitation  
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4149863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2004 4149863 EXPEDITED (15-DAY) N OT HQWYE917214MAY04 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Euphoric mood VALIUM C  
Drug withdrawal syndrome LIPITOR C  
Abdominal pain upper  
Abnormal behaviour  
Depression  
Self-injurious ideation  
Treatment noncompliance  
4150429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2004 4150429 EXPEDITED (15-DAY) Y OT GBWYE767918MAY04 54 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL 600 MG DAILY ORAL;

225 MG, DAILY ORAL
 

Medication error  
No adverse event  

4008582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2004 4008582 EXPEDITED (15-DAY) Y OT HQWYE542408SEP03 54 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dental caries EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL; 150 MG 1X PER
1 DAY ORAL

 

Dry mouth ELTROXIN (LEVOTHYROXINE
SODIUM)

C  
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4074306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2004 4074306 EXPEDITED (15-DAY) Y OT PTWYE506613JAN04 45 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
3 DAY

Diarrhoea APROVEL (IRBESARTAN) C  
Nausea DIAZEPAM (DIAZEPAM) C  
Abdominal pain upper  
Asthenia  
Discomfort  
Feeling abnormal  
Myalgia  
Vomiting  
4145367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2004 4145367 NON-EXPEDITED Y PHEH2004US02704 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo ZELNORM S ORAL 6 MG, BID, ORAL  
Paraesthesia EFFEXOR S UNKNOWN UNKNOWN  
4147158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2004 4147158 DIRECT N 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL 300 MG A DAY ORAL  WYETH
Abnormal dreams  
Anger  
Drug withdrawal syndrome  
Feeling abnormal  
Nervous system disorder  
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4150449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2004 4150449 EXPEDITED (15-DAY) N DS HQWYE934517MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
10 DAY

Anxiety  
Drug dependence  
Drug withdrawal syndrome  
Nausea  

4152996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2004 4152996 EXPEDITED (15-DAY) Y HO FRWYE776324MAY04 70 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY  
Fall GLICLAZIDE C  
Agitation XANAX C  
Hallucination, visual  
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4154202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2004 4154202 EXPEDITED (15-DAY) Y OT HQWYE940717MAY04 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colitis ischaemic EFFEXOR XR S ORAL SEE IMAGE  
Haematochezia ACCUPRIL C  

NEURONTIN C  
ZOCOR C  
HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

LORAZEPAM C  
GLUCOSAMINE (GLUCOSAMINE) C  
CHONDROITIN SULFATE
(CHONDROITIN SULFATE)

C  

CENTRUM SILVER
(MULTIVITAMIN /MULTIMINERAL)

C  

FIBERCON C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

4154204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2004 4154204 EXPEDITED (15-DAY) N DS HQWYE934717MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
10 DAY

Drug dependence  
Drug withdrawal syndrome  
Suicidal ideation  
Tinnitus  
Vision blurred  
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4152432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2004 4152432 EXPEDITED (15-DAY) HO,OT HQWYE973218MAY04 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 150 MG X 2, TWICE

DAILY (OVERDOSE
AMOUNT), ORAL

 

Asthenia UNSPECIFIED INGREDIENT C  
Depression UNSPECIFIED INGREDIENT C  
Hypertension UNSPECIFIED INGREDIENT C  
Accidental overdose  
Medication error  
4152445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2004 4152445 EXPEDITED (15-DAY) Y OT HQWYE972918MAY04 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Vomiting CAPTOPRIL C  
Suicidal ideation ESTRACE C  
Dizziness CLONAZEPAM C  
Arthralgia  
Asthenia  
Back pain  
Crying  
Drug withdrawal syndrome  
Hallucination, visual  
Pain in jaw  
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4145635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2004 4145635 EXPEDITED (15-DAY) Y HO FRWYE753811MAY04 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Interstitial lung disease EFFEXOR S ORAL 50 MG 4X PER 1 DAY;

ORAL
 

Pneumonitis LITHIUM CARBONATE C  
LEVOTHYROXINE SODIUM C  

4150561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2004 4150561 EXPEDITED (15-DAY) Y HO,OT DEWYE748910MAY04 52 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY
Somnolence ALCOHOL S ORAL 1 DAY
Respiratory depression ROHYPNOL (FLUNITRAZEPAM, O) S ORAL 1 DAY
Hypotension FLUNITRAZEPAM S  
Hypothermia PERAZINE S ORAL 1 DAY
Dysarthria PERAZINE S  
Lipase increased ZOPICLONE S ORAL 1 DAY
Blood alcohol increased  
4152172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2004 4152172 EXPEDITED (15-DAY) N HO HQWYE067821MAY04 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY;

ORAL
 

Coordination abnormal EFFEXOR XR S ORAL 100 MG SAMPLES;
ORAL

 

Confusional state  
Mania  
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4107372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2004 4107372 EXPEDITED (15-DAY) Y DS HQWYE428827FEB04 19 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Anhidrosis  
Anxiety  
Coordination abnormal  
Hypoaesthesia  
Movement disorder  
Pain  
4150375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2004 4150375 DIRECT N OT 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 150 MG ONCE DAILY

ORAL
 WYETH

Abdominal pain upper  
Confusional state  
Coordination abnormal  
Dizziness  
Hypertension  
Nausea  
Paraesthesia  
Tinnitus  
Vertigo  
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4150981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2004 4150981 DIRECT N HO,LT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation PAXIL S  
Restlessness PROZAC S  
Insomnia EFFEXOR S  
Suicidal ideation CELEXA S  
Suicide attempt REMERON S  
Muscle contractions involuntary LEXAPRO S  
Stress SERZONE S  
Diarrhoea WELLBUTRIN S  
Intentional overdose ZOLOFT S  

SLEEP PILLS C  
4153406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2004 4153406 EXPEDITED (15-DAY) Y HO HQWYE039120MAY04 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetic ketoacidosis EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL; DOSAGE
UNSPECIFED, ORAL

18 MTH

Type 1 diabetes mellitus OLANZAPINE S 5 MG 1X PER 1 DAY 18 MTH
Weight increased VALPROIC ACID S 1500 MG 1X PER 1

DAY; DOSAGE
UNSPECIFIED

18 MTH
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4120609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2004 4120609 EXPEDITED (15-DAY) Y HO 200410158BFR 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall ACARBOSE S ORAL 300 MG TOTAL DAILY

ORAL
 

Toxic skin eruption FUROSEMIDE S ORAL 20 MG, TOTAL DAILY,
ORAL

 

Self-medication NEURONTIN S ORAL 600 MG, TOTAL DAILY ,
ORAL

 

Eczema IRBESARTAN S ORAL 300 MG, TOTAL DAILY,
ORAL

 

TRAMADOL HYDROCHLORIDE S ORAL 150 MG, BID, ORAL  
EFFEXOR S ORAL 75 MG, TOTAL DAILY ,

ORAL
 

LANSOPRAZOLE S ORAL 15 MG, TOTAL DAILY,
ORAL

 

.BETA.-CAROTENE S ORAL 300 MG, TOTAL DAILY,
ORAL

 

ACETAMINOPHEN S ORAL BID, ORAL  
AMLODIPINE BESYLATE S ORAL 10 MG, TOTAL DAILY,

ORAL
 

VASTAREL S ORAL 60 MG, TOTAL DAILY,
ORAL

 

4151027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2004 4151027 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol intolerance EFFEXOR XR S  
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4123142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2004 4123142 EXPEDITED (15-DAY) Y OT HQWYE138926MAR04 48 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myasthenia gravis EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY;

ORAL
 

BUSPAR C  
SOLIAN (AMISULPRIDE) C  

4152307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2004 4152307 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1 DAILY ORAL  WYETH
Disturbance in attention  
Eye movement disorder  
Hypertonia  
Insomnia  
Nightmare  
Treatment noncompliance  
Vertigo  
Vision blurred  
4152548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2004 4152548 EXPEDITED (15-DAY) Y HO HQWYE127327MAY04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome EFFEXOR S ORAL ORAL  
Body temperature increased  
Depressed level of consciousness  
Muscle rigidity  
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4152566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2004 4152566 EXPEDITED (15-DAY) Y OT HQWYE013419MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endocarditis EFFEXOR XR S ORAL SEE IMAGE  

PREDNISONE C  
4155602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2004 4155602 EXPEDITED (15-DAY) Y DE,HO M2004.0534 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN S 79 TABLETS  
Hypotension ASPIRIN (ACETYLSALICYLIC

ACID)
S 79 TABLETS  

Tachycardia ATENOLOL (ATENOLOL) S ORAL 14 X 25 MG, ORAL  
Agitation EFFEXOR S ORAL 75-150 MG, ORAL  
Retching SERTRALINE HYDROCHLORIDE S 1400 MG  
Alcohol use  
Cardiac arrest  
Cyanosis  
Depressed level of consciousness  
Disorientation  
Feeling abnormal  
Generalised tonic-clonic seizure  
Intentional overdose  
Malaise  
Peripheral coldness  
Personality disorder  
Serotonin syndrome  
Ventricular tachycardia  
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4142030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2004 4142030 EXPEDITED (15-DAY) Y OT GBWYE740904MAY04 23 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Macular oedema EFFEXOR S ORAL 450 MG DAILY IN

DIVIDED DOSES ORAL
 

TRIGLYCERIDES
(TRIGLYCERIDES)

C  

4155641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2004 4155641 EXPEDITED (15-DAY) Y OT HQWYE136828MAY04 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hot flush EFFEXOR XR S ORAL SEE IMAGE  
Blood disorder  
Cold sweat  
Lupus-like syndrome  
Nausea  
Vomiting  
4155676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2004 4155676 EXPEDITED (15-DAY) Y OT HQWYE113826MAY04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S OVERDOSE  
Convulsion  
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4137307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4137307 EXPEDITED (15-DAY) Y OT HQWYE378226FEB04 79 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Abnormal dreams PREVACID C  
Restlessness LOPRESSOR C  
Myelodysplastic syndrome  
Refractory anaemia with an excess of blasts  
4150529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4150529 EXPEDITED (15-DAY) Y HO 2004008411 73 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness LAMICTAL S ORAL 50TAB Single dose  GLAXOSMITHKLINE
Respiratory failure VENLAFAXINE HYDROCHLORIDE S ORAL 50TAB Single dose  
Blood creatine phosphokinase increased  
Blood potassium decreased  
Blood sodium decreased  
Coma  
Contusion  
Electrocardiogram T wave inversion  
Intentional overdose  
Suicide attempt  
4152912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4152912 EXPEDITED (15-DAY) Y HO,DS HQWYE116526MAY04 39 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL SEE IMAGE 9 DAY
Limb traumatic amputation LORAZEPAM C  
Intentional self-injury ZOLPIDEM TARTRATE C  
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4152934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4152934 EXPEDITED (15-DAY) Y DS,OT GBWYE767818MAY04 66 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psoriasis EFFEXOR XR S ORAL SEE IMAGE  
Rash macular ATENOLOL (ATENOLOL) C  
Inflammation ATOVASTATIN (ATORVASTATIN) C  
Dermatitis exfoliative ZOPICLONE C  
Rash erythematous DIAZEPAM (DIAZEPAM) C  
4153349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4153349 EXPEDITED (15-DAY) Y DS GBWYE789028MAY04 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL SEE IMAGE  
Retinal vein thrombosis FLUOXETINE C  
4156344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4156344 EXPEDITED (15-DAY) N OT HQWYE120727MAY04 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL SEE IMAGE  
Concussion LORTAB S ONE TABLET AS

NEEDED FOR PAIN
(TOOK TABLET IN AM
PRIOR TO FALL)

 

Anosmia  
Balance disorder  
Dizziness  
Feeling abnormal  
Nausea  
Syncope  
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4156652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4156652 EXPEDITED (15-DAY) Y HO,LT NLWYE259518AUG03 62 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY  
Condition aggravated PRAZOSIN HYDROCHLORIDE C  
Atrial fibrillation BISOPROLOL FUMARATE C  

PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

C  

LORMETAZEPAM
(LORMETAZEPAM)

C  

4156775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4156775 EXPEDITED (15-DAY) Y HO,OT HQWYE767307MAY04 65 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Postinfarction angina EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Myocardial infarction NORVASC C  
Coronary artery stenosis  
4156813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4156813 EXPEDITED (15-DAY) Y OT GBWYE795002JUN04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR S ORAL SEE IMAGE  
Clonus DIAZEPAM (DIAZEPAM) C  
Somnolence CANDESARTAN (CANDESARTAN) C  
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Detailed Report
4156819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2004 4156819 EXPEDITED (15-DAY) OT HQWYE118326MAY04 56 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Burning sensation EFFEXOR XR S ORAL 37.5 MG (FREQUENCY

UNKNOWN), ORAL
2 DAY

Asthenia  
Breath odour  
Dysgeusia  
Feeling abnormal  
Gait disturbance  
Gingival pain  
Hypertension  
Oral discomfort  
Parosmia  
Peripheral coldness  
Photophobia  
Restlessness  
Throat irritation  
Weight decreased  

4151225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2004 4151225 EXPEDITED (15-DAY) N OT AU-
GLAXOSMITHKLINE-
B0334269A

32 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Physical assault PAROXETINE HYDROCHLORIDE S UNKNOWN  GLAXOSMITHKLINE
Suicide attempt EFFEXOR S UNKNOWN  
Thinking abnormal  
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4153645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2004 4153645 DIRECT N DS,LT,RI 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 75-150MG  1 A DAY

ORAL
 WYETH AYERST

Abnormal dreams  
Disturbance in attention  
Drug withdrawal syndrome  
Erectile dysfunction  
Fear  
Feeling abnormal  
Judgement impaired  
Movement disorder  
Nervous system disorder  
Panic attack  
Partner stress  
Sexual dysfunction  
Suicidal ideation  
4153653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2004 4153653 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG ORAL  WYETH AYERST
Amnesia  
Impaired work ability  
Muscle spasms  
Sleep disorder  
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4153676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2004 4153676 DIRECT N DS,LT,CA,RI 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 1 1 ORAL  WYETH
Feeling abnormal VALIUM C  
Agoraphobia  
Bipolar disorder  
Depression  
Insomnia  
Nightmare  
Panic disorder  
Suicidal ideation  
4153827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2004 4153827 DIRECT N OT 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAY ORAL  WYETH
Abnormal dreams  
Asthenia  
4156762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2004 4156762 EXPEDITED (15-DAY) Y OT HQWYE874413MAY04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Multiple sclerosis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL

 

Condition aggravated SOLU-MEDROL C  
Acne ESTRATEST C  
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4156808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2004 4156808 EXPEDITED (15-DAY) Y OT HQWYE165102JUN04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fracture nonunion EFFEXOR XR S  
4157293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2004 4157293 EXPEDITED (15-DAY) Y OT HQWYE132927MAY04 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL ORAL  
Pregnancy on oral contraceptive DESOGESTREL\ETHINYL

ESTRADIOL
S  

Maternal exposure during pregnancy IMOVANE (ZOPICLONE) C  
Abortion induced  

4157549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2004 4157549 EXPEDITED (15-DAY) Y OT HQWYE122327MAY04 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
2 YR

Cardiomegaly  
Hypertension  
4157891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2004 4157891 EXPEDITED (15-DAY) Y OT NLWYE783326MAY04 44 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tongue discolouration EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
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4139756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2004 4139756 EXPEDITED (15-DAY) Y OT HQWYE582826APR04 70 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S ORAL ORAL  
Encephalopathy  
Neurotoxicity  
4153035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2004 4153035 EXPEDITED (15-DAY) Y OT GBWYE747407MAY04 45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Platelet count increased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Chronic myeloid leukaemia PROCYCLIDINE
HYDROCHLORIDE

C  

HALOPERIDOL C  
MAGNESIUM HYDROXIDE
(MAGNESIUM HYDROXIDE)

C  

CLOZAPINE C  
4153352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2004 4153352 EXPEDITED (15-DAY) DS HQWYE076224MAY04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Abnormal behaviour  
Bedridden  
Dizziness  
Malaise  
Tinnitus  
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4157799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2004 4157799 EXPEDITED (15-DAY) Y OT HQWYE153901JUN04 64 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR S ORAL ORAL  

LAMICTAL S ORAL "DOSE
PROGRESSIVELY
INCREASED TO 50 MG
X2 DAILY ORAL

 

LUDIOMIL S ORAL ORAL 6 DAY
TRAZODONE HYDROCHLORIDE S ORAL ORAL 5 DAY

4157840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2004 4157840 EXPEDITED (15-DAY) Y HO,LT FRWYE808007JUN04 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S ORAL 160 MG 1X PER 1 DAY  
Neonatal respiratory failure PROPRANOLOL

HYDROCHLORIDE
S  

Bradycardia foetal AMITRIPTYLINE
HYDROCHLORIDE

S  

Caesarean section  
Hypokinesia neonatal  
Maternal exposure during pregnancy  
Premature baby  
4157973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2004 4157973 EXPEDITED (15-DAY) Y OT HQWYE188603JUN04 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL SEE IMAGE  
Abnormal behaviour  
Tic  
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7129870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2004 7129870 EXPEDITED (15-DAY) OT PHBS2004CH07021 64 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema LUDIOMIL S UNKNOWN 8640 MIN NOVARTIS
Swollen tongue EFFEXOR S UNKNOWN 48960 MIN
Dysphagia LAMICTAL S UNKNOWN 100 mg/d 48960 MIN

TRAZODONE HYDROCHLORIDE S UNKNOWN 7200 MIN
7858757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2004 7858757 EXPEDITED (15-DAY) Y HO,LT FRWYE808107JUN04 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S ORAL 160 MG 1X PER 1 DAY  
Neonatal respiratory failure PROPRANOLOL S  
Bradycardia foetal AMITRIPTYLINE

HYDROCHLORIDE
S  

Caesarean section  
Hypokinesia neonatal  
Maternal exposure during pregnancy  
Neonatal respiratory distress syndrome  
Premature baby  
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4153094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2004 4153094 EXPEDITED (15-DAY) N HO US-
GLAXOSMITHKLINE-
A0514116A

61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose PAXIL S ORAL  GLAXOSMITHKLINE
Depression EFFEXOR S  
Confusional state  
Death  
Decreased appetite  
Erectile dysfunction  
Feeling abnormal  
Nausea  
Pneumonia  
Sexual dysfunction  
Somnolence  
Suicidal ideation  
Tremor  
Weight decreased  

4131856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4131856 EXPEDITED (15-DAY) Y OT FRWYE689906APR04 32 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis A EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY  
Cholestasis  
4156270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4156270 DIRECT RI 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR S ORAL 37.5 MG X2 ORAL  
Arrhythmia  
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Detailed Report
4156758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4156758 DIRECT N OT 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bedridden EFFEXOR S ORAL ORAL  
Drug withdrawal syndrome  
Hypertension  
4159208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159208 EXPEDITED (15-DAY) N OT GBWYE812808JUN04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Oligomenorrhoea MIRENA C  
Condition aggravated  
General symptom  
Haemoglobin decreased  
Menstrual discomfort  
Menstruation irregular  
Uterine leiomyoma  
4159211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159211 EXPEDITED (15-DAY) Y HO GBWYE816310JUN04 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy EFFEXOR S ORAL 75MG

FREQUENCY,ORAL
17 DAY

Maternal exposure during pregnancy CITALOPRAM S ORAL 20MG FREQUENCY,
ORAL

46 DAY
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4159304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159304 EXPEDITED (15-DAY) Y OT FRWYE815009JUN04 53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR S ORAL 200 MG DAILY  

UNSPECIFIED INGREDIENT C  
UNSPECIFIED INGREDIENT C  

4159307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159307 EXPEDITED (15-DAY) Y HO SEWYE815309JUN04 20 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL  
Deafness  
Overdose  
Respiratory disorder  
4159318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159318 EXPEDITED (15-DAY) Y HO,LT,OT GBWYE812008JUN04 41 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Opisthotonus EFFEXOR S ORAL 75 MG 10 DAY
Respiratory arrest OLANZAPINE S ORAL 5 MG 66 DAY
Nuchal rigidity PROPRANOLOL C  
Musculoskeletal stiffness CINNARIZINE (CINNARIZINE) C  
4159342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159342 EXPEDITED (15-DAY) DS NLWYE810508JUN04 60 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign prostatic hyperplasia EFFEXOR XR S ORAL 75 MG 5X PER 1 DAY 35 DAY
Condition aggravated QUETIAPINE FUMARATE S ORAL 600 MG 1X PER 1 DAY 35 DAY
Urinary retention OMNIC (TAMSULOSIN

HYDROCHLORIDE)
C  
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Detailed Report
4159453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159453 EXPEDITED (15-DAY) Y OT HQWYE313407JUN04 35 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Hypotension WELLBUTRIN C  

DEXEDRINE (DEXAMFETAMINE
SULFATE)

C  

4159562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159562 EXPEDITED (15-DAY) OT NLWYE816110JUN04 59 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic function abnormal EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY 34 DAY
Alanine aminotransferase increased LORAZEPAM C  
Aspartate aminotransferase increased  
Gamma-glutamyltransferase increased  
4159603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2004 4159603 EXPEDITED (15-DAY) N OT HQWYE273907JUN04 5 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hostility EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Abnormal behaviour  
Aggression  
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4144706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2004 4144706 EXPEDITED (15-DAY) Y DE 2004-116102-NL 86 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia REMERONSOLTAB S TOTAL DAILY DOSE

37.5 MG
 

Hepatic failure EFFEXOR S ORAL 300 MG QD ORAL  
Syncope NORVASC S ORAL 5 MG QD ORAL 29 DAY
Dehydration TYLENOL S NO DOSES WERE

ADMINISTERED
 

LANOXIN C  
LASIX C  
HUMIBID C  
PREVACID C  
MEGACE C  
SINGULAIR C  
K-DUR C  
NEOSOPORIN OPHTHALMIC
SOLUTION

C  

4150426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2004 4150426 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE782710MAY04 30 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL TWENTY-EIGHT 150

MG CAPSULES (4.2
GM) OVERDOSE
AMOUNT ORAL

1 DAY

Suicide attempt SOLIAN (AMISULPRIDE) C  
Generalised tonic-clonic seizure CITALOPRAM HYDROBROMIDE C  

LUDIOMIL C  
DIAZEPAM (DIAZEPAM) C  
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4157372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2004 4157372 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ORAL 1 DAY ORAL  WYETH
Fatigue  
Nausea  
Sensory disturbance  
4157778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2004 4157778 DIRECT N HO,DS,RI 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain injury EFFEXOR XR S 2 DAILY  WYETH
Anger  
Arthralgia  
Crying  
Drug ineffective  
Flashback  
Impaired work ability  
Mood altered  
Myalgia  
Nervous system disorder  
Nightmare  
Pain  
Post procedural complication  
Post procedural infection  
Red blood cell sedimentation rate increased  
Suicidal ideation  
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4135128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2004 4135128 EXPEDITED (15-DAY) Y HO SEWYE711820APR04 41 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subarachnoid haemorrhage EFFEXOR S ORAL SEE IMAGE 116 DAY
Carotid artery aneurysm  
4145099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2004 4145099 EXPEDITED (15-DAY) Y HO,OT DEWYE749810MAY04 73 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 50 TABLETS

(OVERDOSE AMOUNT:
7500 MG)

1 DAY

Loss of consciousness LAMICTAL S ORAL 50 TABELTS
(OVERDOSE AMOUNT:
1250 MG)

1 DAY

Blood creatine phosphokinase increased  
Blood potassium decreased  
Blood sodium decreased  
Coma  
Contusion  
Electrocardiogram T wave inversion  
Respiratory failure  
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4149858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2004 4149858 EXPEDITED (15-DAY) Y LT HQWYE876113MAY04 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL ORAL  : 75 MG 1X PER

1 DAY ORAL
 

Hyperventilation ORTHO-NOVUM 7/7/7-28 C  
Flank pain XAXAN (ALPRAZOLAM) C  
Haematuria VICODIN C  
Anxiety  
Blood pressure increased  
Diarrhoea  
Dizziness  
Drug withdrawal syndrome  
Heart rate increased  
Loss of consciousness  
Nausea  
Nephrolithiasis  
Pelvic pain  
Sinus tachycardia  
Tonic clonic movements  
Vomiting  
4152987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2004 4152987 EXPEDITED (15-DAY) HO HQWYE004019MAY04 25 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL SEE IMAGE  
Incoherent TRAMADOL HYDROCHLORIDE S ORAL SEE IMAGE  
Coordination abnormal  
Fall  
Migraine  

Page: 623 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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4160926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2004 4160926 EXPEDITED (15-DAY) Y DS GBWYE814409JUN04 1 DAY Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness congenital EFFEXOR S ORAL 300 MG 1X PER 1 DAY

ORAL/1ST 6 WEEKS
GESTATION

 

Angiopathy  
Cerebral atrophy congenital  
Congenital anomaly  
Developmental delay  
Epilepsy congenital  
Maternal exposure during pregnancy  
4161086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2004 4161086 EXPEDITED (15-DAY) Y OT GBWYE814509JUN04 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angiopathy EFFEXOR S ORAL 300 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy  
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Detailed Report
4161186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2004 4161186 EXPEDITED (15-DAY) Y HO,OT HQWYE345008JUN04 83 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY  
Metabolic syndrome METOCLOPRAMIDE

HYDROCHLORIDE
S ORAL 30 MG 1X PER 1 DAY  

Drug interaction RECORMON (ERYTHROPOIETIN
HUMAN)

C  

Systemic inflammatory response syndrome LIQUEMINE (HEPARIN SODIUM) C  
Urinary tract infection ACETAMINOPHEN C  
Disease recurrence NORVASC C  

NEXIUM (ESOMEPRAZOLE) C  
LAXOBERON (SODIUM
PICOSULFATE)

C  

ZOLPIDEM TARTRATE C  
4161267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2004 4161267 EXPEDITED (15-DAY) Y HO GBWYE761714MAY04 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Major depression EFFEXOR S ORAL 75 MG;  150 MG 1X

PER 1 DAY
 

Condition aggravated PROPRANOLOL C  
Delusion ZOPICLONE C  
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4102885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2004 4102885 EXPEDITED (15-DAY) Y OT 2004-113164-NL 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation REMERON S 30 MG DAILY  
Confusional state REMERON S  
Chills VENLAFAXINE S 300 MG DAILY  
Hyperhidrosis VENLAFAXINE S  
Myoclonus TRAMADOL S 300 MG DAILY 4 WEEK
Hyperreflexia TRAMADOL S 400 MG DAILY  
Mydriasis  
Pyrexia  
Tachycardia  
4106318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2004 4106318 EXPEDITED (15-DAY) OT HQWYE353526FEB04 6 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S ORAL SEE IMAGE 6 DAY
Intentional self-injury LITHIUM (LITHIUM) C  
Aggression  
Bruxism  
Drug withdrawal syndrome  
Intermittent explosive disorder  
Irritability  
Learning disorder  
Panic attack  
Sensory integrative dysfunction  
Tic  

Page: 626 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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4160037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2004 4160037 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG EO DAY BY

MOUTH
 

Discomfort  
Disturbance in attention  
4160644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2004 4160644 EXPEDITED (15-DAY) Y OT HQWYE437611JUN04 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus EFFEXOR S 150 MG 1X PER 1 DAY 3 YR
4160845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2004 4160845 EXPEDITED (15-DAY) N DS HQWYE397309JUN04 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bruxism EFFEXOR XR S ORAL SEE IMAGE  
Pain in jaw XANAX C  
Dizziness  
Drug ineffective  
Drug withdrawal syndrome  
Fatigue  
Gait disturbance  
Impaired work ability  
Pain  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4160850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2004 4160850 EXPEDITED (15-DAY) N OT HQWYE400309JUN04 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disorientation EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome  
Euphoric mood  
Feeling abnormal  
Headache  
Paranoia  
Self-injurious ideation  
Suicidal ideation  

4091351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2004 4091351 EXPEDITED (15-DAY) Y OT FRWYE555404FEB04 44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S ORAL SEE IMAGE  
Depression  
Drug ineffective  
Drug withdrawal syndrome  
Suicidal ideation  
4091355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2004 4091355 EXPEDITED (15-DAY) Y OT FRWYE555204FEB04 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL SEE IMAGE  
Depression  
Disease recurrence  
Drug withdrawal syndrome  
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Detailed Report
4145293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2004 4145293 EXPEDITED (15-DAY) Y OT HQWYE762307MAY04 < 1 DAY Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ear malformation EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Maternal exposure during pregnancy ELTROXIN (LEVOTHYROXINE

SODIUM)
C  

4159713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2004 4159713 DIRECT N OT 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 37.5  1X  A DAY ORAL  
Heart rate increased  
4162126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2004 4162126 EXPEDITED (15-DAY) Y HO,OT FRWYE816910JUN04 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY 9 DAY
Agitation LORAZEPAM S ORAL 1 MG 1X PER 1 DAY 3 DAY
Persecutory delusion ALDACTAZINE C  
Blood pressure systolic increased  
4162128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2004 4162128 EXPEDITED (15-DAY) Y OT HQWYE431910JUN04 55 YR Unknown ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial ischaemia EFFEXOR XR S 150 MG 1X PER 1 DAY  
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Detailed Report
3788846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 3788846 NON-EXPEDITED Y DE,OT 2013428 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain OXYCODONE HYDROCHLORIDE S 40 MG, BID  
Lethargy HYDROCODONE BITARTRATE S  
Memory impairment VENLAFAXINE S  
Disorientation MIRTAZAPINE (MIRTAZAPINE) S  
Skin discolouration ALPRAZOLAM (ALPRAZOLAM) S  
Body temperature decreased CAFFEINE S  
Accidental overdose  
Drug dependence  
Overdose  
4025535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4025535 EXPEDITED (15-DAY) Y OT GBWYE253113AUG03 32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gestational diabetes EFFEXOR S ORAL SEE IMAGE  
Maternal exposure during pregnancy  
4079536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4079536 NON-EXPEDITED Y DE KII-1999-0000533 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S 180 MG, Q12H  

FLEXERIL S  
EFFEXOR S  
BENADRYL S  
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Detailed Report
4148730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4148730 EXPEDITED (15-DAY) Y OT HQWYE849012MAY04 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dissociative disorder EFFEXOR XR S ORAL 150 MG 1 X PER 1

DAY, ORAL
 

Psychotic disorder ALCOHOL (ETHANOL) S ORAL "1 OR 2 BEERS", ORAL  
Aggression DOXYCYCLINE C  
Alcohol use STRATTERA (AMOTOXETINE

HYDROCHLORIDE)
C  

Physical assault CLONAZEPAM C  
PARAGARD T380A C  

4159383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4159383 DIRECT N DS 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 DAILY ORAL  WYETH AYERST
Nervous system disorder  
4159799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4159799 DIRECT N DS 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAY ORAL  

EFFEXOR XR S ORAL 75 MG DAY ORAL  
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Detailed Report
4162426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4162426 EXPEDITED (15-DAY) Y HO DEWYE821914JUN04 24 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 10X PER 1 DAY

ORAL
1 DAY

Memory impairment DOXEPIN HYDROCHLORIDE S ORAL 100 MG 10X PER 1
DAY ORAL

1 DAY

BESPAR S ORAL ORAL 1 DAY
CANNABIS SATIVA SUBSP.
SATIVA FLOWERING TOP

S INHALATION INHALATION 1 DAY

DIAZEPAM S ORAL 3-6 TABLETS ORAL 1 DAY
4162551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4162551 EXPEDITED (15-DAY) Y OT HQWYE347008JUN04 46 YR Female USA
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4162551
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema peripheral EFFEXOR XR S ORAL SEE IMAGE  
Urticaria LO/OVRAL S ORAL ORAL  
Anxiety SYNTHROID C  
Tri-iodothyronine decreased SYNTHROID C  
Thyroxine free decreased YASMIN C  
Influenza like illness CARDIZEM C  
Anorgasmia  
Central nervous system stimulation  
Condition aggravated  
Cystitis  
Decreased appetite  
Dizziness  
Dry mouth  
Ear disorder  
Feeling hot  
Headache  
Hyperhidrosis  
Loss of libido  
Lymphadenopathy  
Metrorrhagia  
Myalgia  
Neck pain  
Photophobia  
Pyrexia  
Somnolence  
Staphylococcal infection  
Therapeutic response changed  
Vomiting  
Weight decreased  
Weight increased  
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Freedom of Information Act (FOIA) 

Detailed Report
4162672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4162672 EXPEDITED (15-DAY) Y HO,RI 2004UW11965 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose SEROQUEL S  
Hallucinations, mixed TOPAMAX S  
Insomnia EFFEXOR S  
4163006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4163006 EXPEDITED (15-DAY) Y OT HQWYE397809JUN04 68 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis C EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
356 DAY

Cushing's syndrome ZYPREXA C  
BUPROPION (AMFEBUTAMONE) C  
PHENYTOIN C  

4163033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4163033 EXPEDITED (15-DAY) Y HO,OT HQWYE442514JUN04 33 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impulsive behaviour EFFEXOR S SEE IMAGE  
Tension ELTROXIN (LEVOTHYROXINE

SODIUM)
C  

Restlessness DEROXAT (PAROXETINE
HYDROCHLORIDE)

C  

Headache EDRONAX C  
Treatment noncompliance NOZINAN (LEVOMEPROMAZINE) C  
Dysphoria  
Euphoric mood  
Inappropriate affect  
Nausea  
Psychomotor hyperactivity  
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Detailed Report
4179143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4179143 NON-EXPEDITED Y DE USA-2003-0010973 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCODONE HYDROCHLORIDE S  
Intentional overdose HYDROCODONE BITARTRATE S  

ACETAMINOPHEN S  
DIPHENHYDRAMINE
HYDROCHLORIDE

S  

BUPROPION S  
TEMAZEPAM S  
VENLAFAXINE S  
CAFFEINE S  

4179162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4179162 NON-EXPEDITED Y DE USA-2003-0010942 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  
Overdose ALCOHOL S  

ALPRAZOLAM (ALPRAZOLAM) S  
VENLAFAXINE S  
MIRTAZAPINE (MIRTAZAPINE) S  
TRAMADOL HYDROCHLORIDE S  
ACETAMINOPHEN S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4181220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4181220 NON-EXPEDITED Y DE USA-2004-0013465 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  
Overdose MORPHINE SULFATE S  

ACETAMINOPHEN
(PARACETAMOL)

S  

SALICYLATE S  
QUININE S  
QUINIDINE S  
DIAZEPAM (DIAZEPAM) S  
VENLAFAXINE S  

4183333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2004 4183333 NON-EXPEDITED Y DE,OT USA-2003-0011903 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  
Drug abuser ALPRAZOLAM S  

UNSPECIFIED INGREDIENT S MG  
VENLAFAXINE S MG  
NICOTINE S MG  
MENTHOL S MG  
ZOCOR C  
XENICAL C  
LOTREL C  
NEURONTIN C  
SEROQUEL C  
DOXAZOSIN C  
WELLBUTRIN C  
EFFEXOR C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4161512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2004 4161512 DIRECT Y OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extrapyramidal disorder TRAZODONE HYDROCHLORIDE S ORAL 150 MG PO  

EFFEXOR S ORAL 37.5 MG PO  
4163528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2004 4163528 EXPEDITED (15-DAY) N OT HQWYE397909JUN04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  
Suicidal ideation  

4131415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2004 4131415 EXPEDITED (15-DAY) Y OT HQWYE369506APR04 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL SEE IMAGE  
Road traffic accident UNSPECIFIED INGREDIENT C  
Concussion  
Dizziness  
Generalised tonic-clonic seizure  
Loss of consciousness  
Orthostatic hypotension  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4158303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2004 4158303 EXPEDITED (15-DAY) Y DE,HO PHNR2004AU00908 45 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death CLOZARIL S 12.5 - 75 mg/day 40320 MIN NOVARTIS
Myocarditis VALPROATE SODIUM S  
Cardiac failure EFFEXOR S  
Mycoplasma infection HALOPERIDOL S  
Lobar pneumonia LORAZEPAM S  
Atrial flutter OLANZAPINE S  
Tachycardia BENZTROPINE MESYLATE S  
Cellulitis  
Decreased appetite  
Fall  
Flat affect  
Gait disturbance  
Haemoglobin decreased  
Hypotension  
Injury  
Lymphopenia  
Malaise  
Oxygen saturation decreased  
Peroneal nerve palsy  
Pyrexia  
Restlessness  
Rib fracture  
Somnolence  
Thrombocytopenia  
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Detailed Report
4163531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2004 4163531 EXPEDITED (15-DAY) Y OT HQWYE464015JUN04 Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Macular degeneration VENLAFAXINE HYDROCHLORIDE S  
4163555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2004 4163555 EXPEDITED (15-DAY) Y OT HQWYE465314APR04 48 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
22 DAY

Anxiety  
Depression  
Dissociative disorder  
Flashback  
Insomnia  
Nightmare  
Post-traumatic stress disorder  
Psychomotor hyperactivity  
Social avoidant behaviour  
Unevaluable event  
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Detailed Report
4164164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2004 4164164 DIRECT N DS,OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL ONE TABLET DAILY

ORAL
 WYETH

Asthenia  
Drug withdrawal syndrome  
Dysgeusia  
Memory impairment  
Nervous system disorder  
Pain  
Visual acuity reduced  
Weight increased  
4164166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2004 4164166 DIRECT N HO,DS,OT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S ORAL VARIES ORAL  
4164286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2004 4164286 EXPEDITED (15-DAY) Y HO HQWYE479316JUN04 65 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR XR S ORAL SEE IMAGE  
Circulatory collapse  
Communication disorder  
Drug withdrawal syndrome  
Fall  
Narcolepsy  
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Detailed Report
4164495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2004 4164495 DIRECT N OT 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S 75 MG TWICE DAILY 2 MTH WYETH
Anxiety  
Depression  
Drug withdrawal syndrome  
Panic disorder  
4167571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2004 4167571 EXPEDITED (15-DAY) N DS HQWYE452415JUN04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S SEE IMAGE  
Hypertension VENLAFAXINE HYDROCHLORIDE C  
Weight increased VENLAFAXINE HYDROCHLORIDE C  
Drug dependence VENLAFAXINE HYDROCHLORIDE C  
Affect lability  
Aggression  
Condition aggravated  
Dizziness  
Drug withdrawal syndrome  
Emotional disorder  
Loss of employment  
Mood altered  
Nausea  
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Detailed Report
4137798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2004 4137798 EXPEDITED (15-DAY) Y DE,OT PHNR2004AU00698 34 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug level increased CLOZARIL S ORAL 800 mg, QD  NOVARTIS
Asthma TOPAMAX C  
Wheezing HALOPERIDOL C  
Toxicity to various agents BENZOTROPINE C UNK, PRN  

WARFARIN SODIUM C  
EFFEXOR S  

4162441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2004 4162441 EXPEDITED (15-DAY) OT NLWYE830316JUN04 45 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic shock EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
2 DAY

Mean cell haemoglobin concentration decreased  
Mean cell haemoglobin increased  
Mean cell volume decreased  
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Detailed Report
4164345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2004 4164345 EXPEDITED (15-DAY) HO,OT HQWYE516517JUN04 46 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL MORE THAN THE

RECOMMENDED
AMOUNT (EXACT
OVERDOSE AMOUNT
UNKNOWN)

4 WEEK

Delirium ADVIL S ORAL 600 MG 3X PER 1 DAY
ORAL

 

Accidental overdose  
Blood pressure increased  
Drug level increased  
Hallucination, auditory  
Irritability  
Medication error  
Serotonin syndrome  
Thinking abnormal  
4164442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2004 4164442 EXPEDITED (15-DAY) Y HO FRWYE839218JUN04 78 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
 

Mania  

4137445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4137445 EXPEDITED (15-DAY) Y DE GBWYE712120APR04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stillbirth EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY  
Potter's syndrome ZOPICLONE C  
Maternal exposure during pregnancy METHADONE HYDROCHLORIDE C  
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Detailed Report
4152870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4152870 EXPEDITED (15-DAY) Y DS,OT GBWYE769518MAY04 60 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug eruption EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 41 DAY
Erythema PAROXETINE HYDROCHLORIDE C  
Haemorrhage subcutaneous  
Psoriasis  
4157879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4157879 EXPEDITED (15-DAY) Y OT GBWYE798302JUN04 20 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar disorder EFFEXOR S ORAL SEE IMAGE  
Condition aggravated CANNABIS SATIVA SUBSP.

INDICA TOP
C  
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Detailed Report
4158219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4158219 EXPEDITED (15-DAY) Y HO,LT,OT PHEH2004US06560 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome ZELNORM S ORAL 6 mg, BID  NOVARTIS
Coma EFFEXOR XR S 75 mg, QD  
Hypotension EFFEXOR XR S 75 mg/qam, 150 mg/qhs  
Opisthotonus MIRAPEX S 5 mg, QHS  
Myoclonus DURAGESIC S  
Autonomic nervous system imbalance NEURONTIN S  
Mental status changes QUETIAPINE S 25 mg, BID  
Rhabdomyolysis SINEMET S UNK, TID  
Blood creatine phosphokinase increased MIRTAZAPINE S  
Renal failure PANTOPRAZOLE SODIUM C  
Metabolic acidosis ADVAIR HFA C  
Renal tubular necrosis LIPITOR C  
Myocardial infarction FUROSEMIDE C  
Pulseless electrical activity LANTUS C  
Electrocardiogram ST segment abnormal PLAVIX C  
Hypoxia IMDUR C  
Heart injury ALLEGRA C  
Troponin increased ATENOLOL C  
Abdominal pain  
Agitation  
Endotracheal intubation  
Hypertension  
Leukocytosis  
Lung infiltration  
Pneumonia  
Pneumonia aspiration  
Pulmonary oedema  
Respiratory failure  
Restless legs syndrome  
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Detailed Report
4159338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4159338 EXPEDITED (15-DAY) Y OT HQWYE154501JUN04 57 YR Male ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperglycaemia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Influenza LIPITOR C  
Condition aggravated STARLIX C  

ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

4166071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4166071 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S ORAL 75 MG DAILY ORAL  WYETH
Blood pressure increased  
Condition aggravated  
Decreased appetite  
Dizziness  
Dysgeusia  
Fear  
Hypoaesthesia  
Insomnia  
Nausea  
Nightmare  
Ocular hyperaemia  
Palpitations  
Panic attack  
Skin disorder  
Speech disorder  
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Detailed Report
4166141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4166141 EXPEDITED (15-DAY) Y OT HQWYE462015JUN04 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Kidney small EFFEXOR XR S ORAL  
Congenital anomaly  
Maternal exposure during pregnancy  
4166159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4166159 EXPEDITED (15-DAY) OT GBWYE843322JUN04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR S  
Feeling abnormal ALCOHOL S  
Dizziness  
Eye swelling  
Loss of consciousness  
4166316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4166316 EXPEDITED (15-DAY) Y OT DEWYE844522JUN04 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cleft palate VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL SEE IMAGE  
Caesarean section  
Congenital cerebellar agenesis  
Hand deformity  
Head deformity  
Hypotonia neonatal  
Maternal exposure during pregnancy  
Multiple congenital abnormalities  
Neonatal disorder  
Reflexes abnormal  
Ventricular internal diameter abnormal  
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4166388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4166388 EXPEDITED (15-DAY) Y HO HQWYE527121JUN04 39 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 850-900 MG

(OVERDOSE AMOUNT)
1 DAY

Suicide attempt LORAZEPAM C  
Generalised tonic-clonic seizure  
Mental disorder  
Suicidal ideation  
4166503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4166503 EXPEDITED (15-DAY) N OT HQWYE512217JUN04 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug withdrawal syndrome TAMOXIFEN C  
Aggression  
Partner stress  
Refusal of treatment by patient  
Road traffic accident  
Suicidal ideation  
4166514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4166514 EXPEDITED (15-DAY) Y LT,OT HQWYE450215JUN04 15 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR S  
Condition aggravated FEXOFENADINE S  
Suicidal ideation GEODON C  
Depression CONCERTA (METHYPHENIDATE) C  
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4166532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2004 4166532 EXPEDITED (15-DAY) Y OT HQWYE086013AUG03 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sensation of foreign body EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; SEE
IMAGE

 

Pregnancy VITAMINS C  
Abortion spontaneous  
Maternal exposure during pregnancy  

4166860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2004 4166860 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR S 5 TAB DAILY  
Drug dependence  
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4132854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2004 4132854 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20040401607

72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction HALDOL S 0.5MG/ML  
Confusional state AMITRIPTYLINE

HYDROCHLORIDE
S ORAL ORAL  

Blood pressure increased AMISULPRIDE S ORAL ORAL  
Diarrhoea ACETAMINOPHEN AND CODEINE S ORAL ORAL  
Pyrexia LORAZEPAM S ORAL ORAL  
C-reactive protein increased TRIHEXYPHENIDYL

HYDROCHLORIDE
S ORAL ORAL  

Serotonin syndrome EFFEXOR S ORAL ORAL  
Tongue biting TIANEPTINE C ORAL ORAL  
Medication error PROPRANOLOL C  

PLAVIX C  
SERMION (NICERGOLINE) C  
STAGID (METFORMIN
EMBONATE)

C  
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4141887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2004 4141887 EXPEDITED (15-DAY) Y HO,OT FRWYE722426APR04 72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL 2 DOSE 1X PER 1 DAY

ORAL
1 YR

Tongue biting ACETAMINOPHEN AND CODEINE
PHOSPHATE

S ORAL ORAL  

Condition aggravated HALDOL S ORAL ORAL  
Medication error AMITRIPTYLINE

HYDROCHLORIDE
S ORAL ORAL  

Hypertension TRIHEXYPHENIDYL
HYDROCHLORIDE

S ORAL ORAL  

AMISULPRIDE S ORAL 1 DOSE 1X PER 1 DAY
ORAL

 

TIANEPTINE S ORAL 3 DOSE 1X PER 1 DAY
ORAL

 

LORAZEPAM S ORAL ORAL  
PROPRANOLOL C  
PLAVIX C  
SERMION (NICERGOLINE) C  
STAGID (METFORMIN
EMBONATE)

C  
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4158009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2004 4158009 EXPEDITED (15-DAY) HO,OT PHBS2004SE07831 55 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypokalaemia TEGRETOL S ORAL  NOVARTIS
Blood potassium decreased EFFEXOR S 75 mg, UNK  
Musculoskeletal stiffness RISPERIDONE S .5 mg, UNK  
Convulsion ALVEDON C  
Fall MOVICOL C  
Head injury PROPAVAN C 25 mg, UNK  
Depressed level of consciousness DIAZEPAM C 5 mg, UNK  
Communication disorder SODIUM CHLORIDE C 500 mg, UNK  
Brain oedema ALPRAZOLAM C .25 mg, UNK  
Abdominal pain  
Blood alkaline phosphatase increased  
Blood sodium decreased  
Bruxism  
Cerebral atrophy  
Diarrhoea  
Hyponatraemia  
Muscle spasms  
4167205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2004 4167205 EXPEDITED (15-DAY) Y OT DEWYE333507OCT03 33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature rupture of membranes VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG DAILY UNTIL

7TH GESTATIONAL
WEEK, ORAL

 

Caesarean section JODID (POTASSIUM IODINE) C  
Maternal drugs affecting foetus  
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4167550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2004 4167550 EXPEDITED (15-DAY) Y HO DSA_24569_2004 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state LORAZEPAM S ORAL 1 MG Q DAY PO  
Agitation EFFEXOR S ORAL 37.5 MG Q DAY PO  
Persecutory delusion ALDACTAZINE C  
4168154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2004 4168154 EXPEDITED (15-DAY) Y HO,OT KII-2004-0011612 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCODONE HYDROCHLORIDE S ORAL ORAL  
Acidosis EFFEXOR S ORAL ORAL  
Pneumonia aspiration TETRAHYDROCANNABINOL

(TETRAHYDROCANNABINOL)
S  

Cardiac failure UNSPECIFIED INGREDIENT S  
Agitation  
Anuria  
Blood creatinine increased  
Blood pressure increased  
Coma  
Drug screen positive  
Electroencephalogram abnormal  
Hypersomnia  
Hypotension  
Muscle twitching  
Respiratory failure  
Sinus tachycardia  
Vascular resistance systemic increased  
Vomiting  
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6685318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2004 6685318 EXPEDITED (15-DAY) Y HO DSA_24574_2004 19 YR Male TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia ATIVAN S  
Dizziness EFFEXOR S  
Constipation MIDAZOLAM S  ROCHE
Lymphocyte count increased OXETHAZAINE S  
Monocyte count increased ATIVAN S ORAL 1 MG Q DAY PO  
Red blood cell count decreased EFFEXOR S ORAL 75 MG QHS PO  

MIDAZOLAM S ORAL 7.5 MG Q DAY PO  ROCHE
OXETHAZAINE S ORAL 1 TAB Q DAY PO  

4155674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2004 4155674 EXPEDITED (15-DAY) Y OT HQWYE085224MAY04 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

REMIFEMIN (CIMIFUGA) C  
NASONEX C  

4160041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2004 4160041 EXPEDITED (15-DAY) Y HO,OT HQWYE291407JUN04 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation SEROQUEL C  
Condition aggravated  
Drug withdrawal syndrome  
Intentional self-injury  
Laceration  
Obsessive-compulsive disorder  
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4167192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2004 4167192 EXPEDITED (15-DAY) Y OT DEWYE822614JUN04 < 1 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia foetal VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY

ORAL; 75 MG 1X PER 1
DAY ORAL

 

Caesarean section  
Maternal exposure during pregnancy  
4169489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2004 4169489 EXPEDITED (15-DAY) Y OT 2004AP02534 24 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukopenia SEROQUEL S ORAL 1200 MG DAILY PO  
Neutrophil count decreased SEROQUEL S  

VENLAFAXINE HYDROCHLORIDE S  
VENLAFAXINE HYDROCHLORIDE S  
CARBAMAZEPINE S  
CARBAMAZEPINE S  
MIRTAZAPINE S  
MIRTAZAPINE S  
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4017904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2004 4017904 EXPEDITED (15-DAY) N OT HQWYE911729SEP03 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome EFFEXOR S "TRYING TO WEAN

OFF-CAN'T GET PAST
THE HALF OF A 37.5
PILL.

 

Depression  
Drug ineffective  
Emotional disorder  
Feeling abnormal  
Suicidal ideation  
Weight increased  
4163215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2004 4163215 EXPEDITED (15-DAY) Y LT PHBS2004ES08551 29 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma TRILEPTAL S ORAL 300 mg/d  NOVARTIS
Overdose TRILEPTAL S ORAL UNK, ONCE/SINGLE  NOVARTIS

VENLAFAXINE S  
OLANZAPINE S  
LORMETAZEPAM S  
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4163552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2004 4163552 EXPEDITED (15-DAY) Y OT HQWYE449515JUN04 48 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy EFFEXOR XR S ORAL ORAL  
Condition aggravated TEGRETOL C  

TOPAMAX C  
LAMICTAL C  
SANDOMIGRAN (PIZOTIFEN
MALEATE)

C  

4168006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2004 4168006 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Hot flush  
Impaired work ability  
Influenza like illness  
Loss of consciousness  
Pyrexia  
4168897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2004 4168897 EXPEDITED (15-DAY) N HO HQWYE647924JUN04 36 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Weight decreased RITALIN S  
Feeling abnormal ATIVAN C  
Enuresis  
Formication  
General physical health deterioration  
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4169058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2004 4169058 EXPEDITED (15-DAY) Y OT 2004-02837 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome TRAMADOL HYDROCHLORIDE S ORAL 300-400 MG, DAILY

TAPER, ORAL
 WATSON

Potentiating drug interaction MIRTAZAPINE S ORAL 1 TABLET, DAILY,
ORAL

 WATSON

VENLAFAXINE S ORAL 300 MG, DAILY, ORAL  

4169131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2004 4169131 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S 1 CAPSUL DAILY  WYETH
Anxiety  
Depression  
Mood swings  
4169693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2004 4169693 EXPEDITED (15-DAY) Y OT HQWYE716828JUN04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Legal problem EFFEXOR XR S ORAL ORAL  
Agitation  
Drug withdrawal syndrome  
Physical assault  
4169695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2004 4169695 EXPEDITED (15-DAY) Y OT HQWYE872702JUL04 25 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY;

375 MG 1X PER 1 DAY
 

Feeling guilty  
Suicidal ideation  
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4170103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2004 4170103 DIRECT Y HO 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PO QD  
Orthostatic hypotension CLOZAPINE S ORAL 200 MG PO QAM 600

MG QHS
 

4170645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2004 4170645 EXPEDITED (15-DAY) HO HQWYE720528JUN04 37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY 3 WEEK
Aggression LORAZEPAM C  
Amnesia  
Hallucination, auditory  
Personality change  
Physical assault  

4169380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2004 4169380 DIRECT N LT,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 DAY ORAL  WYETH AYERST
Crying  
Feeling abnormal  
Hypoaesthesia  
Nightmare  
Somnolence  
Suicidal ideation  
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4169448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2004 4169448 EXPEDITED (15-DAY) Y HO,OT HQWYE717428JUN04 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage EFFEXOR XR S ORAL 3 CAPSULE 1X PER 1

DAY, ORAL
 

TRILEPTAL C  
4170956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2004 4170956 DIRECT OT 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR S ORAL 112.5 MG 1 PER DAY

ORAL
 

Abnormal behaviour  
Anger  
Tremor  
4171018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2004 4171018 DIRECT N DE 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ONCE IN THE

EVENING
 

Weight decreased REMERON S ONCE IN THE
EVENING

 

Completed suicide  
Drowning  
Energy increased  
Increased appetite  
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4143690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2004 4143690 EXPEDITED (15-DAY) Y DS,OT HQWYE673203MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug dependence EFFEXOR XR S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

NEXIUM (ESOMEPRAZOLE) C  
4170640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2004 4170640 DIRECT Y DS 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL QD ORAL  
Hypoaesthesia  
Hypoaesthesia oral  
Paraesthesia  
Sensory disturbance  
4170656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2004 4170656 DIRECT N HO,OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MGS DAILY ORAL  WYETH
Suicide attempt KLONOPIN C  

ATIVAN C  
TRAZODONE HYDROCHLORIDE C  
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4171319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2004 4171319 EXPEDITED (15-DAY) Y HO FRWYE868401JUL04 62 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR S ORAL SEE IMAGE 9 DAY
Aspartate aminotransferase increased ATARAX S ORAL 25 MG 2X PER 1 DAY 11 DAY
Condition aggravated ACETAMINOPHEN

\PROPOXYPHENE
HYDROCHLORIDE

S ORAL 3.1 2 DOSE 3X PER 1
DAY

5 DAY

Gamma-glutamyltransferase increased ACEPROMAZINE MALEATE
\MEPROBAMATE

S ORAL SEE IMAGE  

Amylase increased CYAMEMAZINE S ORAL SEE IMAGE 7 DAY
Lipase increased TRANXENE T-TAB S ORAL SEE IMAGE 10 DAY
Biliary dilatation  
Blood alkaline phosphatase increased  
Blood triglycerides increased  
Hepatomegaly  
4171401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2004 4171401 DIRECT Y OT 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myalgia EFFEXOR XR S ORAL 150 QD ORAL  
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4171448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2004 4171448 DIRECT N HO,LT 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Partner stress PAROXETINE S ORAL 1 TABLET DAILY ORAL  GLAXOSMITHKLINE
Malaise EFFEXOR S ORAL 1 TABLET DAILY ORAL  WYETH
Abnormal behaviour  
Aggression  
Anger  
Depression  
Dizziness  
Drug ineffective  
Emotional distress  
Head injury  
Intentional overdose  
Legal problem  
Physical assault  
Thinking abnormal  
4171860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2004 4171860 EXPEDITED (15-DAY) N OT HQWYE907407JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL ORAL  
Failure to thrive KLONOPIN C  
Neutropenia neonatal ADDERALL C  
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3981346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2004 3981346 EXPEDITED (15-DAY) N HO,OT 2003030361 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tongue geographic NEURONTIN S ORAL ORAL  
Arthritis VENLAFAXINE HYDROCHLORIDE S  
Bipolar disorder UNSPECIFIED INGREDIENT C  
Mood swings ESTROGENS C  
Drug hypersensitivity ARMOUR THYROID C  
Glossitis  
Overweight  
Swollen tongue  
4166330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2004 4166330 EXPEDITED (15-DAY) N OT GB-
GLAXOSMITHKLINE-
B0337315A

46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome LITHIUM CARBONATE S ORAL 600MG per day  GLAXOSMITHKLINE

VENLAFAXINE HYDROCHLORIDE S ORAL  
RISPERDAL C ORAL 2MG per day 14 DAY

4170665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2004 4170665 DIRECT Y HO,LT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder REMERON S  
Loss of consciousness EFFEXOR S  
Bipolar disorder  
Depression suicidal  
Hallucination, auditory  
Hallucination, gustatory  
Paranoia  
Temporal lobe epilepsy  
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4171390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2004 4171390 EXPEDITED (15-DAY) Y OT GBWYE0874702JUL04 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE 238 DAY
Balance disorder  
Dizziness  
Paraesthesia  

4159602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2004 4159602 EXPEDITED (15-DAY) Y OT HQWYE346508JUN04 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Rosacea  
4166908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2004 4166908 EXPEDITED (15-DAY) Y DS CH-BRISTOL-MYERS
SQUIBB
COMPANY-12630539

Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome NEFAZODONE HYDROCHLORIDE S ORAL  BRISTOL MYERS SQUIBB
Hypertension EFFEXOR S ORAL  
Facial pain XANAX C ORAL  
Parosmia TRAZODONE HYDROCHLORIDE C ORAL  APOTHECON

VALPROIC ACID C ORAL  
TRANXILIUM C ORAL  
SIRDALUD C ORAL  
INDERAL C ORAL  
OMEPRAZOLE C ORAL  
PRAVASTATIN SODIUM C ORAL  BRISTOL MYERS SQUIBB
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4173572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2004 4173572 EXPEDITED (15-DAY) Y OT HQWYE822430JUN04 < 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory syncytial virus infection EFFEXOR XR S ORAL ORAL  
Premature baby ALBUTEROL (SALBUTAMOL) C  
Maternal exposure during pregnancy  
4173640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2004 4173640 EXPEDITED (15-DAY) Y DS HQWYE917107JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S 150 MG  
Drug interaction PREMARIN S 0.3 MG  
4173768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2004 4173768 EXPEDITED (15-DAY) Y OT HQWYE662312SEP03 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine infection EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Abortion spontaneous  
Maternal exposure during pregnancy  
Pregnancy  
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4173973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2004 4173973 EXPEDITED (15-DAY) Y HO,OT 2004043930 62 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic enzyme increased ATARAX S ORAL 50 MG (DAILY), ORAL  
Condition aggravated MEPERIDINE HYDROCHLORIDE

\PROMETHAZINE
HYDROCHLORIDE

S ORAL 1.5 DF 1/D (DAILY),
ORAL

 

Amylase increased VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG/200 MG/150
MG (DAILY), ORAL

 

Lipase increased CYAMEMAZINE S ORAL 75 MG/62.5 MG/25 MG
(DAILY), ORAL

 

Blood triglycerides increased ACETAMINOPHEN
\PROPOXYPHENE
HYDROCHLORIDE

S ORAL 2 DF 3/D (DAILY),
ORAL

 

CLORAZEPATE DIPOTASSIUM C ORAL 60MG/30 MG/50 MG/60
MG (DAILY), ORAL

 

PIROXICAM C  
OMEPRAZOLE C  
ACETAMINOPHEN C  
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4148059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2004 4148059 EXPEDITED (15-DAY) Y HO DSA_24340_2004 72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tongue biting LORAZEPAM S  
Confusional state EFFEXOR S ORAL 2 QD PO  
Hypertension ACETAMINOPHEN AND CODEINE S  
Diarrhoea HALDOL S  
Pyrexia AMITRIPTYLINE

HYDROCHLORIDE
S  

Serotonin syndrome TRIHEXYPHENIDYL S  
Medication error AMISULPRIDE S ORAL 1 QD PO  

TIANEPTINE S ORAL 3 QD PO  
AVLOCARDYL C  
PLAVIX C  
SERMION C  
METFORMIN HYDROCHLORIDE C  

4163317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2004 4163317 EXPEDITED (15-DAY) Y HO CH-ROCHE-372165 28 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy PEGASYS S SUBCUTANEOUS  ROCHE
Loss of consciousness RIBAVIRIN S ORAL  ROCHE
Drug abuser ZYPREXA S UNKNOWN  

ZYPREXA S UNKNOWN  
REMERON S UNKNOWN  
EFFEXOR S UNKNOWN  
ANTABUSE S UNKNOWN  
TRAZODONE HYDROCHLORIDE S UNKNOWN  
TRAZODONE HYDROCHLORIDE S UNKNOWN  
METHADONE HYDROCHLORIDE C  
MELITRACEN C  
LANSOPRAZOLE C  
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4164394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2004 4164394 EXPEDITED (15-DAY) Y OT HQWYE528421JUN04 25 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL DOSE INCREASED TO

375MG DLY ORAL
 

Suicidal ideation FLUOXETINE HYDROCHLORIDE C  
Feeling guilty REMERON C  
4172845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2004 4172845 EXPEDITED (15-DAY) Y HO KII-2001-0011922 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain MS CONTIN S 30 MG, Q12H,  
Palpitations EFFEXOR XR S 150 MG, DAILY  
Myalgia AMBIEN S 10 MG, HS  
Headache  
Self-medication  
Treatment noncompliance  
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4175034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2004 4175034 EXPEDITED (15-DAY) N OT HQWYE913207JUL04 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR XR S 150 MG DAILY AND

ANOTHER 150 MG IF
 

Bronchitis LIPITOR C  
Convulsion SEROQUEL (QUETIPINE) C  
Fall IBUPROFEN C  
Aphasia CALCIUM WITH VITAMIN D

(CALCIUM PHOSPHATE/CALCIUM
SODIUM LACTATE/
ERGOCALCIFEROL)

C  

Trismus ATENOLOL C  
Dyskinesia UNSPECIFIED DIURETIC C  
Tongue biting  
Tongue haemorrhage  
Unevaluable event  
4175052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2004 4175052 EXPEDITED (15-DAY) N OT HQWYE882006JUL04 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Aggression  
Drug withdrawal syndrome  
Migraine  
Nausea  
Vomiting  
Weight increased  
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4166215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2004 4166215 EXPEDITED (15-DAY) Y OT PHBS2004BE08614 53 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular extrasystoles LAMISIL S ORAL 250 mg/d  NOVARTIS
Palpitations EFFEXOR S UNKNOWN  
Ventricular extrasystoles PANTOPRAZOLE SODIUM C  
Drug interaction LIVIAL C 2.5 mg/d  
4167209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2004 4167209 EXPEDITED (15-DAY) Y OT GBWYE850924JUN04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR XR S 75 MG 3X PER 1 DAY  
4176501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2004 4176501 EXPEDITED (15-DAY) N OT HQWYE916507JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No therapeutic response EFFEXOR S SEE IMAGE  
Drug dependence  
Drug ineffective  
Drug withdrawal syndrome  
Nonspecific reaction  
Suicidal ideation  
4176810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2004 4176810 EXPEDITED (15-DAY) Y HO FRWYE887508JUL04 42 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angle closure glaucoma EFFEXOR S ORAL ORAL  
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4169555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2004 4169555 EXPEDITED (15-DAY) Y OT TR-ROCHE-373331 39 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction DIAZEPAM S UNKNOWN  ROCHE
Hypotension VENLAFAXINE HYDROCHLORIDE S UNKNOWN 2 WEEK

VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
4169560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2004 4169560 EXPEDITED (15-DAY) Y OT TR-ROCHE-373332 32 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction DIAZEPAM S INTRAVENOUS  ROCHE
Hypotension VENLAFAXINE HYDROCHLORIDE S UNKNOWN  

ALPRAZOLAM S UNKNOWN  
4177192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2004 4177192 EXPEDITED (15-DAY) Y OT HQWYE020213JUL04 35 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Osteoporosis EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Rib fracture TOPAMAX C  
Liver function test abnormal ZYPREXA C  
Arthropathy  
Osteopenia  
Sneezing  
Spinal disorder  
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4178052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2004 4178052 EXPEDITED (15-DAY) Y OT HQWYE945108JUL04 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL SEE IMAGE  
Insomnia ADVAIR DISKUS C  
Adverse event PREVACID C  
Treatment noncompliance EXCEDRIN (ACETYLSALICYLIC

ACID/CAFFEINE/PARACETAMOL/
SALICYLAMIDE)

C  

Abdominal distension  
Aggression  
Agitation  
Crying  
Depression  
Diarrhoea  
Drug ineffective  
Drug withdrawal syndrome  
Feeling abnormal  
Formication  
Hostility  
Impaired work ability  
Influenza like illness  
Irritability  
Mania  
Nausea  
Screaming  
Self-medication  
Stress  
Suicidal ideation  
Vomiting  
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4175556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2004 4175556 DIRECT CA,OT 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR XR S ORAL SEE IMAGE  
4175607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2004 4175607 DIRECT N LT,OT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 300 MG  DAILY  ORAL  WYETH
Asthenia  
Depression  
Fatigue  
Panic attack  
4176175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2004 4176175 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S 3 ONCE A DAY  
Anxiety EFFEXOR XR S 1 ONCE A DAY  
Nausea LITHIUM C  
Vertigo DEPAKOTE C  
Asthenia  
Confusional state  
Disturbance in attention  
Feeling abnormal  
Impaired work ability  
Irritability  
Memory impairment  
Pain  
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4177331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2004 4177331 EXPEDITED (15-DAY) Y OT HQWYE903407JUL04 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIIth nerve paralysis EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated  
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4177513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2004 4177513 EXPEDITED (15-DAY) Y HO,OT KII-2004-0012080 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S ORAL ORAL  
Oxygen saturation decreased OXYCODONE HYDROCHLORIDE

AND ACETAMINOPHEN
S ORAL ORAL  

Coma VENLAFAXINE S ORAL ORAL  
Agitation  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood albumin decreased  
Blood calcium decreased  
Blood pressure decreased  
Body temperature increased  
Convulsion  
Depressed level of consciousness  
Dyskinesia  
Gastrointestinal motility disorder  
Gastrointestinal sounds abnormal  
Haematocrit decreased  
Haemoglobin decreased  
Heart rate increased  
Muscle twitching  
Mydriasis  
Pupil fixed  
Respiratory depression  
Respiratory rate increased  
White blood cell count increased  
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4168932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2004 4168932 EXPEDITED (15-DAY) Y OT HQWYE583622JUN04 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 2X PER 1 DAY,

ORAL; 37.5 MG 2X PER
1 DAY, ORAL 18.75 MG
2X PER 1 DAY, ORAL

 

Physical assault METFORMIN HYDROCHLORIDE C  
Homicidal ideation AVANDIA C  
Anger TRICOR C  
Aggression ACCUPRIL C  

SYNTHROID C  
4177725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2004 4177725 EXPEDITED (15-DAY) N OT HQWYE079914JUL04 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR S "BEING WEANED OFF"  
Activities of daily living impaired  
Drug withdrawal syndrome  
Gait disturbance  
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4177738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2004 4177738 EXPEDITED (15-DAY) N OT HQWYE938408JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood cholesterol increased EFFEXOR XR S 75 MG 1X PER 1 DAY;

HALF OF A 75 MG
CAPSULE

 

Dysarthria EFFEXOR S 25 MG 1X PER 1 DAY;
HALF OF A 25 MG
TABLET

 

Condition aggravated  
Coordination abnormal  
Drug dependence  
Drug withdrawal syndrome  
Photopsia  
Tinnitus  
Treatment noncompliance  
Visual impairment  
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4177808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2004 4177808 EXPEDITED (15-DAY) N DS,OT HQWYE968209JUL04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Imprisonment EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Alcoholism  
Chest discomfort  
Confusional state  
Drug effect decreased  
Dyspnoea  
Heat stroke  
Impaired driving ability  
Impaired work ability  
Nightmare  
Photophobia  
Suicidal ideation  
Visual impairment  
4180698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2004 4180698 EXPEDITED (15-DAY) Y HO DEWYE904315JUL04 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1 DAY
ORAL

 

INSIDON (OPIPRAMOL
HYDROCHLORIDE)

C  
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4180362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2004 4180362 EXPEDITED (15-DAY) OT NLWYE880606JUL04 70 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Biliary neoplasm EFFEXOR S ORAL ORAL  
Liver disorder  

4181037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2004 4181037 EXPEDITED (15-DAY) Y HO FRWYE921621JUL04 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
1 DAY

Oedema  
4181070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2004 4181070 EXPEDITED (15-DAY) OT HQWYE158215JUL04 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S UNKNOWN 37.5 MG 1X PER 1

DAY; UNKNOWN
 

Anaphylactoid reaction EFFEXOR S UNKNOWN 150 MG 1X PER 1 DAY;
UNKNOWN

 

Drug interaction UNSPECIFIED INGREDIENT S UNKNOWN 0.5 G 1X PER 1 DAY;
UNKNOWN (SEVERAL
WEEKS)

2 WEEK

Blood pressure increased  
Circulatory collapse  
Coordination abnormal  
Pulse absent  
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7491779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2004 7491779 EXPEDITED (15-DAY) N OT ZAWYE878806JUL04 28 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 75 MG DAILY; ORAL  
Drug withdrawal syndrome FLUOXETINE HYDROCHLORIDE C  

4153396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2004 4153396 EXPEDITED (15-DAY) N OT HQWYE930217MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S SEE IMAGE  
Depression SEROQUEL C  
Family stress WELLBUTRIN C  
Drug withdrawal syndrome  
Intentional self-injury  
Mental disorder  
Suicidal ideation  
4166509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2004 4166509 EXPEDITED (15-DAY) Y OT HQWYE540021JUN04 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Drug interaction LUVOX S ORAL 300 MG 1X PER 1 DAY,
ORAL
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4180817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2004 4180817 DIRECT N CA,OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Verbal abuse EFFEXOR XR S DAILY 1 TO 2/DAY

TABLETS
 WYETH

Mood swings CELEXA S DAILY 1 TO 2/DAY
TABLET

 FOREST

Screaming AMBIEN C  
Aggression ALLEGRA C  
Family stress ACYCLOVIR C  
Loss of employment ZITHROMAX C  
Stress PROMETHAZINE W/CODINE C  
Alcohol use  
Marital problem  
Partner stress  
Thinking abnormal  
4181843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2004 4181843 EXPEDITED (15-DAY) Y HO FRWYE921821JUL04 40 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Injury EFFEXOR S  
Fall LAMICTAL S ORAL ORAL  
4182521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2004 4182521 EXPEDITED (15-DAY) N DS HQWYE242919JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  
Drug dependence  
Nonspecific reaction  
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4184336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2004 4184336 EXPEDITED (15-DAY) Y HO DEWYE904315JUL04 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL; 37.5 MG, 1X
PER 1 DAY ORAL

 

Bradycardia INSIDON (OPIPRAMOL
HYDROCHLORIDE)

C  

Blood cholesterol increased TELMISARTAN (TELMISARTAN) C  
High density lipoprotein increased KATADOLON (FLUPIRTINE

MALEATE)
C  

BISOPROLOL FUMARATE C  

4182549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2004 4182549 DIRECT Y HO,RI 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea LAMICTAL S 22 WEEK
Stevens-Johnson syndrome EFFEXOR S ORAL 50 MG PO TID  
Liver function test abnormal LEXAPRO C  
4184394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2004 4184394 EXPEDITED (15-DAY) Y DS 2004042305 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tardive dyskinesia GEODON S ORAL 1 IN 1 D , ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL 375 MG (375MG, 1 IN 1
D), ORAL
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4184464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2004 4184464 EXPEDITED (15-DAY) N OT HQWYE243119JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus rash EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Photosensitivity reaction  
4187082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2004 4187082 EXPEDITED (15-DAY) Y DE HQWYE306321JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
Gun shot wound  
4187338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2004 4187338 EXPEDITED (15-DAY) Y HO GBWYE748310MAY04 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
5 DAY

Conversion disorder EFFEXOR C  
4187494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2004 4187494 EXPEDITED (15-DAY) Y HO 2004-118780-NL 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis MIRTAZAPINE S ORAL 30 MG 6 DAY

DIHYDROERGOTAMINE
MESYLATE

S ORAL 4.5 ML 16 DAY

PRAZEPAM S ORAL 0.5 DF 26 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 4 DAY
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4187504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2004 4187504 EXPEDITED (15-DAY) Y HO TPG2004A00173 59 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Granuloma annulare ACTOS S ORAL 30 MG (30 MG, 1 IN 1

D)
 

Arthralgia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG (75 MG 1 IN 1 D)  
Tension METFORMIN HYDROCHLORIDE C  
Peripheral coldness RUDOTEL (MEDAZEPAM) C  
Chest discomfort  
Erythema multiforme  
Hepatitis A virus test positive  
Pain in extremity  
Potentiating drug interaction  
4187542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2004 4187542 EXPEDITED (15-DAY) Y OT NLWYE824214JUN04 40 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR S  
Bundle branch block left SEROQUEL S  
Cardiac murmur  
Chest pain  
Conduction disorder  
Coronary artery disease  
Dyspnoea  
Fatigue  
Heart sounds abnormal  
Mitral valve incompetence  
Tachycardia  
Ventricular dysfunction  
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4177934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4177934 EXPEDITED (15-DAY) Y DS CH-BRISTOL-MYERS
SQUIBB
COMPANY-12646808

63 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema TRAZODONE HYDROCHLORIDE S ORAL 4 DAY APOTHECON

EFFEXOR S ORAL mid-April 1 MTH
LAMICTAL S ORAL "dose progessively

increased up to 50 mg
2x" since mid-Apr

1 MTH

LUDIOMIL S ORAL 5 DAY
4183533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4183533 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thinking abnormal EFFEXOR S ORAL 1 2 ORAL  
Marital problem  
4187726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4187726 EXPEDITED (15-DAY) Y OT GBWYE931127JUL04 42 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY  
Influenza like illness  
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4207511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4207511 NON-EXPEDITED N HO US-
JNJFOC-20040505538

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt RISPERDAL S ORAL 2 MG, 4 IN 1 DAY,

ORAL
 

EFFEXOR S PATIENTS TOOK 17
TABLETS

 

SEROQUEL C  
STRATTERA (ALL OTHER
THERAPUETIC PRODUCTS)

C  

DEPAKOTE C  
SYNTHROID C  
WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

C  

ABILIFY C  
4208408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4208408 NON-EXPEDITED Y DE USA-2003-0011041 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose MORPHINE SULFATE S  

OXYCODONE HYDROCHLORIDE S  
VENLAFAXINE S  
LAMOTRIGINE (LAMOTRIGINE) S  
NICOTINE S  
TRAZODONE HYDROCHLORIDE S  
LEVETIRACETAM S  
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4208504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4208504 NON-EXPEDITED Y DE USA-2003-0011565 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose MORPHINE SULFATE S  
Overdose VENLAFAXINE S  

DIPHENHYDRAMINE
HYDROCHLORIDE

S  

CANNABIS (CANNABIS) S  
SALICYLATE S  
GABAPENTIN (GABAPENTIN) S  
VALPROIC ACID S  
NICOTINE S  

4208985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4208985 NON-EXPEDITED Y DE USA-2003-0011945 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose MORPHINE SULFATE S  

METHADONE S  
PROPOXYPHENE
HYDROCHLORIDE

S  

TRAMADOL HYDROCHLORIDE S  
AMITRIPTYLINE
HYDROCHLORIDE

S  

CYCLOBENZAPRINE
HYDROCHLORIDE

S  

ACETAMINOPHEN
(PARACETAMOL)

S  

CELEXA S  
EFFEXOR S  
NEURONTIN S  
DURAGESIC C  
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4209017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4209017 NON-EXPEDITED Y DE USA-2003-0011953 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose MORPHINE SULFATE S  
Overdose FENTANYL (FENTANYL) S  

DIAZEPAM (DIAZEPAM) S  
GABAPENTIN (GABAPENTIN) S  
LORAZEPAM S  
METOCLOPRAMIDE S  
PROMETHAZINE S  
VENLAFAXINE S  

4210180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2004 4210180 NON-EXPEDITED Y DE USA-2003-0011739 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose MORPHINE SULFATE S  

VENLAFAXINE HYDROCHLORIDE S  
CAFFEINE S  
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4187570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2004 4187570 DIRECT Y HO,RI < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia aspiration EFFEXOR S ORAL 150 MG ORALLY Q

DAY
 WYETH

Crying  
Encephalopathy neonatal  
Feeling jittery  
Hyperreflexia  
Hypertonia neonatal  
Maternal exposure during pregnancy  
Neonatal disorder  
Neonatal respiratory distress syndrome  
4187867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2004 4187867 DIRECT Y DE 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL 37.5 MG QD ORAL  
Completed suicide  
Fatigue  
4188546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2004 4188546 EXPEDITED (15-DAY) N LT,OT HQWYE421626JUL04 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR XR S ORAL SEE IMAGE ORAL  
Cardiac arrest neonatal  
Maternal exposure during pregnancy  
Neonatal tachycardia  
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4168898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2004 4168898 EXPEDITED (15-DAY) DS HQWYE651824JUN04 45 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE 1 WEEK
Suicidal ideation TRAZODONE HYDROCHLORIDE C  
Akathisia CLONAZEPAM C  
Affect lability  
Anger  
Emotional disorder  
Hostility  
Mania  
Myalgia  
Nonspecific reaction  
Paraesthesia  
Paraesthesia oral  
Temporomandibular joint syndrome  
Tooth extraction  
4171074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2004 4171074 EXPEDITED (15-DAY) Y DS,LT HQWYE822730JUN04 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rapid eye movements sleep abnormal EFFEXOR XR S ORAL 225 & 300 & 375 MG 1X

PER 1 DAY, ORAL
 

Aggression LIPITOR (ATRVASTATIN) C  
Myoclonus ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Abnormal dreams  
Impaired driving ability  
Somnolence  
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4187830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2004 4187830 EXPEDITED (15-DAY) Y DS NLWYE818210JUN04 41 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 37.5 MG 2 X PER 1

DAY
 

Dystonia HALDOL S 5 MG 3XP ER 1 DAY  
Condition aggravated  
Dyskinesia  
4188354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2004 4188354 DIRECT N HO,DS 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 225 MG ONCE DAILY

ORAL
 

Aggression  
Blood pressure increased  
Chills  
Convulsion  
Headache  
Hyperhidrosis  
Mania  
Photosensitivity reaction  
Sensory disturbance  
Sleep terror  
Tremor  
Vomiting projectile  
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4189147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2004 4189147 EXPEDITED (15-DAY) HO DEWYE923122JUL04 59 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Granuloma annulare ACTOS S ORAL 30 MG 1X PER 1 DAY
ORAL

286 DAY

Blister METFORMIN HYDROCHLORIDE C  
Skin hypertrophy RUDOTEL (MEDAZEPAM) C  
Arthralgia  
Blood calcium decreased  
Chest pain  
Hepatitis A  
Pain  
Peripheral coldness  
Secretion discharge  
Tension  

4189800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2004 4189800 EXPEDITED (15-DAY) Y DE GBWYE520320JAN04 62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

ORAL
47 DAY

Depression ATENOLOL (ATENOLOL) C  
Condition aggravated ZOPICLONE C  

CITALOPRAM C  
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4195798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2004 4195798 EXPEDITED (15-DAY) Y HO,LT GBWYE959610AUG04 19 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure acute EFFEXOR S ORAL 37.5 MG 2X PER 1

DAY; ORAL
6 DAY

Rhabdomyolysis  
Tubulointerstitial nephritis  

4146135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2004 4146135 EXPEDITED (15-DAY) Y OT 2004212544GB 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse NICORETTE S TRANSDERMAL 15 MG, QD,

TRANSDERMAL
 

Hypoaesthesia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, TID, ORAL  
Confusional state  
Disorientation  
Dizziness  
Dyspnoea  
Feeling abnormal  
Gastroenteritis viral  
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4148033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2004 4148033 EXPEDITED (15-DAY) Y OT FRWYE759213MAY04 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR S ORAL SEE IMAGE 7 DAY
Orthostatic hypotension TENORMIN C  
Labile blood pressure ZESTORETIC C  
Joint injury FENOFIBRATE C  
Pulse absent LEVOTHYROXINE SODIUM C  
Malaise HAVLANE (LOPRAZOLAM

MESILATE)
C  

Pallor MEDIATOR    (BENFLUOREX
HYDROCHLORIDE)

C  

Blood pressure systolic increased  
Fall  
Loss of consciousness  
4190836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2004 4190836 EXPEDITED (15-DAY) Y OT 2004050160 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state ATORVASTATIN

(ATORVASTATIN)
S ORAL ORAL  

Agitation VENLAFAXINE HYDROCHLORIDE S 75 MG (75 MG, 1 IN 1
D)

 

Blood creatine phosphokinase increased  
Creutzfeldt-Jakob disease  
Hallucination  
Intentional self-injury  
Tooth loss  
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4148123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2004 4148123 EXPEDITED (15-DAY) Y OT PHFR2004GB02186 63 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure CLOZARIL S ORAL 149 DAY NOVARTIS
Dyspnoea AMISULPRIDE C ORAL 50mg/nocte  
Cough ZOPICLONE C ORAL 7.5mg/nocte  
Oedema peripheral THIAMINE C ORAL 100 mg, QD  
Mobility decreased VITAMIN B COMPLEX C ORAL 1 tablet/day  
Drug level increased VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg, QD  
Haemoglobin decreased  
Lymphocyte count decreased  
Sinus tachycardia  
4168880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2004 4168880 EXPEDITED (15-DAY) Y HO FRWYE857028JUN04 69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY 38 DAY
Alanine aminotransferase increased LEVOTHYROXINE SODIUM C  
Gamma-glutamyltransferase increased NOCTRAN 10 (ACEPROMAZINE/

ACEPROMETAZINE/
CLORAZEPATE DIPOTASSIUM)

C  

Aspartate aminotransferase increased XANAX C  
Blood alkaline phosphatase increased SULFARLEM (ANETHOLE

TRITHIONE)
C  
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4189740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2004 4189740 DIRECT DS,OT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG  Q DAY  ORAL  
Crying  
Drug dependence  
Feeling jittery  
Irritability  
Weight increased  
4192253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2004 4192253 EXPEDITED (15-DAY) Y OT HQWYE665530JUL04 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotonia neonatal EFFEXOR S ORAL 225 MG 2X PER 1 DAY,

ORAL
 

Hyporeflexia  
Maternal exposure during pregnancy  
Neonatal disorder  
Poor sucking reflex  
4193093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2004 4193093 EXPEDITED (15-DAY) Y OT GBWYE941130JUL04 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
 

Feeling abnormal PROCHLORPERAZINE C  
Pollakiuria CITALOPRAM C  
Feeling of body temperature change  
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6718960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2004 6718960 EXPEDITED (15-DAY) Y HO US012694 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation MODAFINIL S ORAL 2 TAB/CAP QD ORAL  
Abnormal behaviour EFFEXOR S ORAL 50 MG BID ORAL  
Drug interaction MODAFINIL S ORAL 2 TAB/CAP QD ORAL  

EFFEXOR S ORAL 50 MG BID ORAL  

4089587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2004 4089587 EXPEDITED (15-DAY) Y HO,OT FRWYE531023JAN04 86 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis EFFEXOR S ORAL LONG COURSE  

BISOPROLOL FUMARATE S ORAL ORAL    LONG
COURSE

 

EPREX S SUBCUTANEOUS 5000 IU 1X PER 1 WK
SC

8 DAY

FERROUS FUMARATE S ORAL 200 MG 1X PER 2 DAY
ORAL

11 DAY

ACETAMINOPHEN S ORAL ORAL  
TRAMADOL HYDROCHLORIDE S ORAL ORAL     LONG

COURSE
 

SPIRONOLACTONE C  
4192629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2004 4192629 EXPEDITED (15-DAY) Y OT GBWYE945503AUG04 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothalamo-pituitary disorder EFFEXOR S  
Amenorrhoea  
Blood follicle stimulating hormone increased  
Blood thyroid stimulating hormone increased  
Thyroxine decreased  
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4193237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2004 4193237 EXPEDITED (15-DAY) Y DS HQWYE343522JUL04 42 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Blood lactate dehydrogenase increased LITHIUM (LITHIUM) C  
Thyroxine free increased CLONAZEPAM C  

MULTIVITAMIN AND MINERAL
SUPPLEMENT (MINERALS NOS/
VITAMINS NOS)

C  
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4193782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2004 4193782 EXPEDITED (15-DAY) Y HO,OT KII-2004-0012664 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transaminases increased OXYCONTIN S ORAL ORAL  
Liver function test abnormal UNSPECIFIED INGREDIENT S ORAL ORAL  
Hepatotoxicity EFFEXOR S ORAL ORAL  
Acidosis TRAZODONE HYDROCHLORIDE S ORAL ORAL  
Hyperkalaemia VALPROIC ACID S ORAL ORAL  
Coma CANNABIS SATIVA SUBSP.

INDICA TOP
S  

Agitation  
Blood creatine phosphokinase increased  
Blood pressure diastolic decreased  
Body temperature decreased  
Depressed level of consciousness  
Drug screen positive  
Gastrointestinal haemorrhage  
Heart rate increased  
Lethargy  
Occult blood positive  
Poisoning deliberate  
Pyrexia  
Renal failure  
Somnolence  

4152518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2004 4152518 EXPEDITED (15-DAY) Y HO,DS HQWYE715105MAY04 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Gastric disorder EFFEXOR S ORAL 12.5 MG 2X PER 1

DAY, ORAL
 

Nausea LESCOL C  

Page: 700 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4152518
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache TOPROL XL C  
Depressed mood KLONOPIN C  
Disturbance in attention ANTABUSE C  
Family stress ZOCOR C  
Crying LIBRIUM C  
Asthenia TYLENOL (PARACETAMOL) C  
Dizziness THIAMINE (THIAMINE) C  
Panic attack FOLIC ACID C  
Irritability SEROQUEL C  
Anxiety CELEXA C  
Anger PAMELOR C  
Depression DESIPRAMINE HYDROCHLORIDE C  
Suicidal ideation LEXAPRO C  
Emotional disorder WELLBUTRIN SR C  
Marital problem TOPAMAX C  
Alcoholism TRILEPTAL C  
Memory impairment SERZONE C  
Affect lability  
Agitation  
Apathy  
Condition aggravated  
Confusional state  
Drug ineffective  
Eating disorder  
Fatigue  
Feeling abnormal  
Feeling guilty  
Food craving  
Impaired work ability  
Libido decreased  
Major depression  
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Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings  
Paraesthesia  
Self esteem decreased  
Treatment noncompliance  
Weight increased  
4193446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2004 4193446 DIRECT N OT 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle twitching EFFEXOR XR S ORAL 150 MG 1 A DAY ORAL  
Crying  
Drug withdrawal syndrome  
Impaired work ability  
4193642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2004 4193642 DIRECT N DS,OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 1 CAP DAY ORAL  
Drug dependence  
Drug withdrawal syndrome  
Impaired work ability  
Pain  
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4194052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2004 4194052 DIRECT Y OT 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S 300 MG / 0.47  
Social avoidant behaviour LEXAPRO C  
Blood pressure increased  
Decreased appetite  
Drug withdrawal syndrome  
Homicide  
Imprisonment  
Mood swings  
Suicidal ideation  

4059279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2004 4059279 EXPEDITED (15-DAY) Y DE,HO,OT US-
JNJFOC-20031204573

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose DURAGESIC S TRANSDERMAL  
Cardio-respiratory arrest EFFEXOR XR S OROPHARINGEAL  
Coma EFFEXOR XR S OROPHARINGEAL  
Nausea EFFEXOR XR S OROPHARINGEAL  
Lethargy EFFEXOR XR S OROPHARINGEAL  
Apathy EFFEXOR XR S OROPHARINGEAL  
Disturbance in attention XANAX S  
Candiduria XANAX S  
Fatigue XANAX S  
Corneal abrasion XANAX S  
Panic attack XANAX S  
Sedation AMBIEN S as needed  
Eating disorder PHENERGAN S as needed  
Bacterial test HUMALOG S SUBCUTANEOUS 18 units in am and 16

units in pm
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4059279
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety HUMALOG S SUBCUTANEOUS 18 units in am and 18

units in pm
 

Hypersensitivity HUMALOG S SUBCUTANEOUS 22 units am and 22 units
pm

 

Blood glucose fluctuation HUMALOG S SUBCUTANEOUS 22 units in am and 18
units in pm

 

Depression HUMALOG S SUBCUTANEOUS 18 units in am and 16
units in pm

 

Drug ineffective HUMALOG S SUBCUTANEOUS 16 units in am and 12
units in pm

 

Eye pain HUMULIN 70/30 C  
Diabetic eye disease HUMULIN 70/30 C 20 units in the am and

15 units at 1700 with
glucoscans before meals
and at bedtime

 

Neuropathy peripheral NEURONTIN C 400 mg bid and 600 mg
at bedtime

 

Hypophagia NEURONTIN C  
Blood pH decreased ZYPREXA C  
Hypoglycaemia ZYPREXA C  
Convulsion LIPITOR C  
Aspiration PREMARIN C  
Hyperhidrosis DOXEPIN C  
Cold sweat CIPRO C OROPHARINGEAL  
Body temperature decreased CIPRO C OROPHARINGEAL  
Heart rate increased PROZAC C OROPHARINGEAL  
Respiratory rate decreased RITALIN C  
Somnolence RITALIN C  
Toxicity to various agents RITALIN C  

CLARITAN C  
SYNTHROID C  
REMERON C  
REMERON C  
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4059279
Preferred Term Product Role Route Dosage Text Duration Manufacturer

REMERON C  
REGLAN C  
BACTRIM DS C  
BACTRIM DS C  
DIFLUCAN C  
DIFLUCAN C  
WELLBUTRIN SR C  
WELLBUTRIN SR C  
CIPROFLOXACIN
HYDROCHLORIDE

C OPHTHALMIC  

MICRO-K C  
4133913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2004 4133913 EXPEDITED (15-DAY) Y OT GBWYE697408APR04 44 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritability EFFEXOR S ORAL SEE IMAGE  
Aggression CARBAMAZEPINE C  
Condition aggravated MIRTAZAPINE (MIRTAZAPINE) C  
Abnormal behaviour ZOPICLONE C  
Impulse-control disorder RISPERIDONE (RISPERIDONE) C  
Anger ACAMPROSATE

(ACAMPROSATE)
C  
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4193019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2004 4193019 EXPEDITED (15-DAY) Y OT GBWYE954306AUG04 40 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 7 DAY
Condition aggravated  
Hyperhidrosis  
Insomnia  
Muscle contractions involuntary  
Muscular weakness  
Rash  
Tremor  
4193890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2004 4193890 EXPEDITED (15-DAY) Y HO,DS HQWYE700902AUG04 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL STARTED WITH 75 MG,

THEN 150 MG, THEN
225 MG/DAY.
INCREASED AT 75 MG
INTERVALS OVER A
YEAR, ORAL

 

Sleep disorder LEXAPRO S  
Hypersomnia UNSPECIFIED INGREDIENT C  
Condition aggravated  
CSF test abnormal  
Feeling abnormal  
Impaired work ability  
Migraine  
Subdural haematoma  
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4193918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2004 4193918 EXPEDITED (15-DAY) Y OT 2004051417 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertonia neonatal ATARAX S 100 MG, PLACENTAL  
Somnolence neonatal VENLAFAXINE HYDROCHLORIDE S 100 MG, PLACENTAL  
Maternal exposure during pregnancy  
Neonatal respiratory depression  
4194901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2004 4194901 EXPEDITED (15-DAY) Y HO,OT FRWYE952806AUG04 78 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 50 MG 1X PER 1 DAY ,

ORAL
7 DAY

Craniocerebral injury  
Fall  
4195203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2004 4195203 EXPEDITED (15-DAY) Y HO,OT HQWYE767603AUG04 51 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 275 MG  
Blood pressure increased BENADRYL S  
Cerebrovascular accident  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5822072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2004 5822072 EXPEDITED (15-DAY) Y HO DSA_24742_2004 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL 10 MG ONCE PO  
Intentional overdose ALCOHOL S  
Somnolence OMEGA-3 FATTY ACIDS S ORAL 30 TAB ONCE PO  
Tachycardia VENLAFAXINE HYDROCHLORIDE S ORAL 675 MG ONCE PO  
Blood pressure increased UNSPECIFIED INGREDIENT C ORAL 20 TAB ONCE PO  
Blood alcohol increased  

4142413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2004 4142413 EXPEDITED (15-DAY) Y HO,DS FRWYE731529APR04 68 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Major depression EFFEXOR S ORAL FROM 150 MG TO 200

MG DAILY, ORAL
 

Extrapyramidal disorder EFFEXOR S ORAL 300 MG 1X PER 1 DAY,
ORAL

 

Disease progression EFFEXOR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

HALDOL S ORAL 6 MG 1X PER 1 DAY,
ORAL

 

DITROPAN C  
ACTONEL C  
CALCIUM WITH VITAMIN D
(CALCIUM PHOSPHATE/CALCIUM
SODIUM LACTATE/
ERGOCALCIFEROL)

C  

LYSANXIA (PRAZEPAM) C  
IMOVANE (ZOPICLONE) C  
DI-ANTALVIC
(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4195690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2004 4195690 DIRECT N OT 1 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL 150MG 1 ORAL  
Aggression  
Depression  
Feeling abnormal  
Hostility  
Marital problem  
Mood altered  
Nausea  
Nervous system disorder  
Partner stress  

4145637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2004 4145637 EXPEDITED (15-DAY) Y OT GBWYE751110MAY04 14 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
3 YR

4194836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2004 4194836 EXPEDITED (15-DAY) N OT HQWYE123710AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Convulsion UNSPECIFIED INGREDIENT C  
Treatment noncompliance DEXTROAMPHETAMINE

SULFATE
C  

Drug withdrawal syndrome  
Fall  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4194860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2004 4194860 EXPEDITED (15-DAY) Y HO S04-USA-04855-01 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis NAMENDA S ORAL 10 MG BID PO  

NAMENDA S ORAL 5 MG QD PO  
NAMENDA S ORAL 10 MG QD PO  
NAMENDA S ORAL 15 MG QD PO  
EFFEXOR S 150 MG QD  
EXELON C  
ACTOS C  
ANTI-HYPERTENSIVE
MEDICATION (NOS)

C  

4195119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2004 4195119 DIRECT N OT 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75MG  DAY  ORAL  
Bruxism  
Ear pain  
Migraine  
Nausea  
Paraesthesia  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4195143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2004 4195143 EXPEDITED (15-DAY) HO,OT HQWYE100809AUG04 69 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S INCREASED TO 150

MG DAILY
 

Disease progression DIAZEPAM (DIAZEPAM) C  
Social avoidant behaviour UNSPECIFIED INGREDIENT C  
Agitation  
Blunted affect  
Cerebral atrophy  
Delusion  
Disorientation  
Disturbance in attention  
Electroencephalogram abnormal  
General physical health deterioration  
Memory impairment  

4083646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2004 4083646 EXPEDITED (15-DAY) Y DE GBWYE532523JAN04 33 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S  
Cardiac arrest DIAZEPAM (DIAZEPAM) C  

CHLORDIAZEPOXIDE C  
ALCOHOL (ETHANOL) C  

4137247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2004 4137247 EXPEDITED (15-DAY) Y OT HQWYE533620APR04 60 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonitis EFFEXOR XR S ORAL 75 MG/CAPS, ORAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4191080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2004 4191080 EXPEDITED (15-DAY) Y OT GBWYE938129JUL04 61 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Jaundice EFFEXOR XR S ORAL 75 MG MORNING,

112.5MG EVENING,
ORAL

3 YR

Ocular icterus OXYBUTYNIN S ORAL ORAL  
Blood bilirubin increased  
Liver function test abnormal  
Pruritus  
Rash erythematous  

4194835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2004 4194835 EXPEDITED (15-DAY) Y DS HQWYE971105AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S APPROXIMATELY 150

MG DAILY;  WEANED
OFF THERAPY,

4 MTH

Dyskinesia  
Weight decreased  
4196969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2004 4196969 EXPEDITED (15-DAY) Y HO,OT HQWYE130710AUG04 20 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Placental disorder VENLAFAXINE S ORAL SEE IMAGE  
Abortion spontaneous  
Maternal exposure during pregnancy  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4192502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2004 4192502 EXPEDITED (15-DAY) Y HO PHFR2004GB02947 55 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence CLOZARIL S ORAL 2.8g/overdose  NOVARTIS
Periorbital haematoma CLOZARIL S ORAL 200 mg, BID  NOVARTIS
Limb discomfort CLOZARIL S ORAL 3-4 days supply of

200mg/bd
 NOVARTIS

Overdose VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
4199561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2004 4199561 EXPEDITED (15-DAY) Y DS,LT HQWYE479016JUN04 38 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Convulsion ZYBAN S ORAL UNKNOWN DOSE TWO

TIMES PER DAY
 

Activities of daily living impaired  
Drug withdrawal syndrome  
Flight of ideas  
Impaired driving ability  
Irritability  
Memory impairment  
Petit mal epilepsy  
Status epilepticus  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4199576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2004 4199576 EXPEDITED (15-DAY) HO,OT HQWYE194511AUG04 85 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 150 MG 1X PER 1 DAY  
Serotonin syndrome ZYVOX S ORAL 600 MG 2X PER 1 DAY  
Aggression  
Circadian rhythm sleep disorder  
Depressed level of consciousness  
Disorientation  
Hypertonia  
Somnolence  
4200115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2004 4200115 EXPEDITED (15-DAY) N OT HQWYE187611AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S INCREASED THE

DOSE; TRIED TO STOP
 

Drug dependence  
Suicidal ideation  

Page: 714 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4200801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2004 4200801 DIRECT N LT 53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety VENLAFAXINE HYDROCHLORIDE S  
Fatigue QUETIAPINE FUMARATE S  
Abdominal pain  
Abdominal pain upper  
Abnormal dreams  
Clumsiness  
Crying  
Decreased appetite  
Depressed mood  
Diarrhoea  
Feeling abnormal  
Frequent bowel movements  
Gait disturbance  
Headache  
Hyperacusis  
Insomnia  
Irritability  
Lethargy  
Movement disorder  
Nausea  
Nightmare  
Panic disorder  
Scratch  
Skin haemorrhage  
Suicidal ideation  
Tremor  
Visual impairment  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4200814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2004 4200814 EXPEDITED (15-DAY) N OT HQWYE189911AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S UNKNOWN SEE IMAGE  
Drug dependence  

4106719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2004 4106719 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20040202887

86 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deep vein thrombosis TRAMADOL HYDROCHLORIDE

AND ACETAMINOPHEN
S OROPHARINGEAL  

Drug interaction EPREX S SUBCUTANEOUS  
FUMAFER S OROPHARINGEAL  
EFFEXOR S OROPHARINGEAL  
BISOPROLOL FUMARATE S OROPHARINGEAL  
SPIRONOLACTONE S  

4197779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2004 4197779 DIRECT Y RI 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1 QD ORAL  WYETH
Heart rate increased PROVIGIL S ORAL 1/2 QD ORAL  CEPHALON
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4199582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2004 4199582 EXPEDITED (15-DAY) Y HO DEWYE974516AUG04 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR XR S ORAL 50 CAPSULES

(OVERDOSE AMOUNT
7500MG)

 

Blood pressure systolic decreased OPIPRAMOL HYDROCHLORIDE S ORAL 34 TABLETS
(OVERDOSE AMOUNT
3400MG)

 

Respiratory depression ALPRAZOLAM S ORAL 44 TABLETS
(OVERDOSE AMOUNT
44MG)

 

Intentional overdose  
Unresponsive to stimuli  
4199922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2004 4199922 EXPEDITED (15-DAY) N HO HQWYE182811AUG04 76 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arrhythmia EFFEXOR XR S ORAL SEE IMAGE  
Delusion COREG C  
Speech disorder HYDROCODONE

(HYDROCODONE)
C  

Cardiac arrest LIPITOR C  
Communication disorder OXYCONTIN C  

EVISTA C  
ACCUPRIL C  
VIOXX C  

4154223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2004 4154223 EXPEDITED (15-DAY) Y OT GBWYE794501JUN04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR S  
Laceration  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4197659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2004 4197659 EXPEDITED (15-DAY) Y HO HQWYE186311AUG04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemolytic uraemic syndrome EFFEXOR XR S ORAL ORAL  
4198894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2004 4198894 EXPEDITED (15-DAY) Y HO,OT DEWYE953206AUG04 42 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia VENLAFAXINE HYDROCHLORIDE S ORAL 10 CAPSULES

(OVERDOSE AMOUNT
750MG)

1 DAY

Mydriasis DOXEPIN S ORAL 40 TABLETS
(OVERDOSE AMOUNT
2000MG)

1 DAY

Coma  
Electrocardiogram QT prolonged  
Intentional overdose  
4198902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2004 4198902 EXPEDITED (15-DAY) Y HO HQWYE260713AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperemesis gravidarum EFFEXOR S ORAL SEE IMAGE  
Caesarean section  
Maternal exposure during pregnancy  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4199526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2004 4199526 DIRECT N OT 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S DAILY  
Aggression  
Anger  
Hostility  
Impaired work ability  
Mood swings  
Treatment noncompliance  

4197645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2004 4197645 EXPEDITED (15-DAY) Y HO,OT 2004054680 53 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia ZOLOFT S ORAL 50 MG (50 MG, 1 IN 1

D), ORAL
 MTH

Myoclonus LORAZEPAM S ORAL (1 MG AS
NECESSARY), ORAL

 MTH

Drug interaction DILTIAZEM HYDROCHLORIDE S ORAL 180 MG (90 MG, 2 IN 1
D), ORAL

 MTH

Headache VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG (150 MG, 1 IN 1
D), ORAL

 MTH

Phonophobia ATORVASTATIN
(ATORVASTATIN)

C  

Photophobia ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

Hyperhidrosis ACETAMINOPHEN C  
Feeling abnormal OMEPRAZOLE C  
Nervousness CELECOXIB (CELECOXIB) C  
Hypoaesthesia GINSENG (GINSENG) C  
VIIth nerve paralysis  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4199296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2004 4199296 DIRECT N DS,LT,RI 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 1  1  ORAL  WYETH
Panic reaction VALIUM C  
Aggression  
Agitation  
Anger  
Drug tolerance  
Feeling abnormal  
Hypophagia  
Impaired work ability  
Insomnia  
Suicidal ideation  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4201206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2004 4201206 EXPEDITED (15-DAY) N HO,OT 2004054765 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence GEODON S ORAL 100 MG (1 IN 1 D),

ORAL
 

Blood triglycerides increased DEXTROAMPHETAMINE S ORAL 60 MG (15 MG, 2 IN 1
D), ORAL

 

Fatigue VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG (1 IN 1 D),
ORAL

 

Disturbance in attention SEMISODIUM VALPROATE C  
Abdominal discomfort LEVOTHYROXINE SODIUM C  
Dyspepsia NIFEDIPINE C  
Food intolerance MIRTAZAPINE (MIRTAZAPINE) C  
Abdominal distension  
Abdominal pain  
Chest pain  
Constipation  
Depression  
Diarrhoea  
Disease recurrence  
Flatulence  
Medication error  
Nausea  
Phagophobia  
Retching  

4181734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2004 4181734 EXPEDITED (15-DAY) Y HO,DS,LT,OT HQWYE581312JUN03 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tooth abscess EFFEXOR XR S ORAL SEE IMAGE  
Aggression  
Amnesia  
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Detailed Report
4181734
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger  
Anxiety  
Arthralgia  
Arthritis  
Bone pain  
Bruxism  
Crying  
Decreased interest  
Dental caries  
Depression  
Drug effect decreased  
Drug withdrawal syndrome  
Fatigue  
Feeling abnormal  
Feeling of despair  
Flashback  
Hypoaesthesia  
Irritability  
Laryngeal oedema  
Memory impairment  
Mood altered  
Morbid thoughts  
Myalgia  
Nervous system disorder  
Nightmare  
Social problem  
Suicidal ideation  
Tooth erosion  
Tooth loss  
Tracheal oedema  
Vision blurred  
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Detailed Report
4181734
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced  
4195233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2004 4195233 EXPEDITED (15-DAY) N OT HQWYE132610AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Morbid thoughts INHALER (INHALER) C  
Fear  
Neoplasm malignant  
Panic reaction  
4198220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2004 4198220 DIRECT Y LT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S 4X DAILY  
Intentional overdose PAXIL CR S 2X DAILY  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
4199265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2004 4199265 EXPEDITED (15-DAY) Y OT HQWYE213012AUG04 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL 150 MG 1 X PER 1 DAY

ORAL
 

Anxiety DURAGESIC S 50 MCG PATCH  
Pruritus XANAX C  
Headache PREVACID C  
Dehydration HYOSCYAMINE (HYOSCYAMINE) C  
Heart rate decreased PREDNISONE C  
Kidney infection OXYCONTIN C  
Drug hypersensitivity WARFARIN (WARFARIN) C  

NASACORT C  
HYZAAR C  
KEFLEX C  

4201045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2004 4201045 DIRECT N HO,OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt PROZAC S ORAL 20 MG 1 X DAY ORAL  
Self injurious behaviour EFFEXOR S ORAL 150 MG 1 X DAY ORAL  
4202168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2004 4202168 EXPEDITED (15-DAY) Y HO,DS HQWYE285816AUG04 17 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL 75 MG 1X PER 1

DAY,ORAL
 

Hypotension SEROQUEL S 500 MG 1X PER 1 DAY  
Fall  
Limb injury  
Loss of consciousness  
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Detailed Report
4202246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2004 4202246 EXPEDITED (15-DAY) Y RI 2004PK01374 17 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope SEROQUEL S ORAL 500 MG DAILY PO  
Loss of consciousness EFFEXOR S ORAL 75 MG DAILY PO  
Fall  
Hypotension  
Limb injury  
4202420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2004 4202420 EXPEDITED (15-DAY) Y HO,OT HQWYE212312AUG04 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S  
Anxiety VASOTEC S  
Blood glucose increased  
Blood uric acid increased  
Dizziness  
Drug interaction  
Dysgeusia  
Fatigue  
Feeling cold  
Hot flush  
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Detailed Report
4154192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2004 4154192 EXPEDITED (15-DAY) Y DS,OT GBWYE792801JUN04 43 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Alcohol use  
Anxiety  
Condition aggravated  
Laceration  
Tension  
4166510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2004 4166510 EXPEDITED (15-DAY) Y OT HQWYE527021JUN04 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema nodosum EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Thrombosis ZOCOR C  
Contusion LOTREL C  
Pain  
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Detailed Report
4193883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2004 4193883 EXPEDITED (15-DAY) Y HO HQWYE702202AUG04 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S ORAL SEE IMAGE  
Apnoea neonatal FIORICET C  
Cardiac murmur PHENERGAN C  
Head lag REGLAN C  
Blood glucose decreased  
Caesarean section  
Chest X-ray abnormal  
Congenital mitral valve incompetence  
CSF white blood cell count positive  
Heart rate abnormal  
Heart rate increased  
Hypotonia neonatal  
Myoclonus  
Neonatal disorder  
Red blood cells CSF positive  
Subarachnoid haemorrhage neonatal  
Trisomy 21  
Ventricular septal defect  
4195992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2004 4195992 EXPEDITED (15-DAY) Y HO PHBS2004NZ10728 58 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall CLOZARIL S ORAL 400 mg/d  NOVARTIS
Joint dislocation VENLAFAXINE HYDROCHLORIDE S  
Drug level increased PAROXETINE HYDROCHLORIDE C  
Drug interaction  
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4200310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2004 4200310 EXPEDITED (15-DAY) Y OT HQWYE139228MAY04 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation LEXAPRO S SEE IMAGE  
Panic attack SINGULAIR C  
Product quality issue CLARINEX C  
Apathy SYNTHROID C  
Condition aggravated  
Drug withdrawal syndrome  
Emotional distress  
Feeling abnormal  

4195386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2004 4195386 EXPEDITED (15-DAY) Y HO,OT HQWYE728803AUG04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient tachypnoea of the newborn EFFEXOR S 75 MG 1X PER 1 DAY  
Maternal exposure during pregnancy  
4199478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2004 4199478 EXPEDITED (15-DAY) Y HO GBWYE975716AUG04 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 75 MG 2X PER 1 DAY  
Panic attack UNSPECIFIED INGREDIENT C  
Muscle twitching  
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4201683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2004 4201683 DIRECT Y OT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 37.5 MG DAILY ORAL  WYETH
Asthenia  
Crying  
Feeling abnormal  
Hot flush  
Malaise  
Nausea  

4201019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2004 4201019 EXPEDITED (15-DAY) Y OT KII-2004-0013125 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyskinesia MORPHINE SULFATE S ORAL ORAL  
Urinary incontinence HYDROCARBON S INHALATION INHALATION  
Generalised tonic-clonic seizure ULTRAM S ORAL ORAL  
Drug interaction TRAZODONE HYDROCHLORIDE S ORAL ORAL  

EFFEXOR S ORAL ORAL  
AMPHETAMINE SULFATE S  

4201947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2004 4201947 DIRECT N OT 25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAY ORAL  WYETH
Disturbance in attention  
4201971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2004 4201971 DIRECT Y OT 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Glossitis EFFEXOR S  
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4201990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2004 4201990 DIRECT Y OT 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperacusis EFFEXOR XR S ORAL 37.5  BID ORAL, 25 QD

ORAL
 WYETH

Paraesthesia  
Sleep disorder  
4204652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2004 4204652 EXPEDITED (15-DAY) N OT HQWYE481923AUG04 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Weight increased WELLBUTRIN C  
Dizziness ALCOHOL C  
Alcohol use  
Alcohol withdrawal syndrome  
Drug withdrawal syndrome  
Dyskinesia  
Headache  
Hearing impaired  
Medication error  
Mental impairment  
Pain  
Tinnitus  
Treatment noncompliance  
Tremor  
Vomiting  
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4204656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2004 4204656 EXPEDITED (15-DAY) Y HO S04-UKI-03828-01 81 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness CIPRALEX S  
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG QD PO  
Convulsion SIMVASTATIN C  
Myoclonus ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Lacunar infarction CEPHALEXIN C  
Cerebral atrophy IMDUR C  

TEOPTIC (CARTEOLOL
HYDROCHLORIDE)

C  

4204693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2004 4204693 EXPEDITED (15-DAY) Y HO,DS,LT GBWYE994523AUG04 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Renal tubular necrosis CYPROTERONE ACETATE S ORAL ORAL  
LITHIUM S ORAL 800 MG 1X PER 1 DAY

ORAL
 

RISPERIDONE S ORAL 3 MG 1X PER 1 DAY
ORAL
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4158363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2004 4158363 EXPEDITED (15-DAY) N HO CH-
GLAXOSMITHKLINE-
B0335900A

33 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania DEROXAT S ORAL 10MG per day 25 DAY GLAXOSMITHKLINE
Hypomania REBOXETINE MESYLATE S ORAL 23 DAY
Agitation EFFEXOR S ORAL  
Depressive symptom LEVOTHYROXIN SODIUM C ORAL 100MCG per day  GLAXOSMITHKLINE
Restlessness METHOTRIMEPRAZINE C ORAL  
Bipolar disorder  
Euphoric mood  
Headache  
Inappropriate affect  
Major depression  
Nausea  
4199503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2004 4199503 EXPEDITED (15-DAY) N HO,DS,LT GB-
GLAXOSMITHKLINE-
B0343205A

33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis LITHIUM S ORAL 800MG Per day 187 WEEK GLAXOSMITHKLINE
Renal tubular necrosis VENLAFAXINE HYDROCHLORIDE S ORAL 150MG Per day 48 WEEK

RISPERIDONE S ORAL 3MG Per day 105 WEEK
CYPROTERONE ACETATE
\ETHINYL ESTRADIOL

S ORAL 31 WEEK
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4203945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2004 4203945 DIRECT N OT 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 150 MG DAILY ORAL  WYETH
Drug withdrawal syndrome PREVECED C  
Tinnitus NORVASC C  
Disturbance in attention TOPROL XL C  
Eye movement disorder  
Headache  
Impaired work ability  
Nausea  
Sensory disturbance  
4206496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2004 4206496 EXPEDITED (15-DAY) Y GBWYE745306MAY04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Abnormal behaviour METHADONE S  
4206870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2004 4206870 EXPEDITED (15-DAY) Y LT GBWYE993423AUG04 23 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG  
Intentional self-injury ALCOHOL S  
Haemorrhage  
Laceration  
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4206876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2004 4206876 EXPEDITED (15-DAY) Y HO SEWYE977317AUG04 30 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Loss of consciousness STESOLID(DIAZEPAM) C  
Transaminases increased ACYCLOVIR C  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood bilirubin increased  
Brain oedema  
C-reactive protein increased  
Hyponatraemia  
Lumbar puncture abnormal  
White blood cell count increased  

4150222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2004 4150222 EXPEDITED (15-DAY) Y HO NLWYE771519MAY04 29 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyskinesia EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
172 DAY

Extrapyramidal disorder SEROQUEL S 200 MG 1X PER 1 DAY 17 DAY
Nonspecific reaction  
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4160096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2004 4160096 EXPEDITED (15-DAY) Y DS HQWYE400409JUN04 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Cardiac failure congestive ETHINYL ESTRADIOL W/
NORGESTREL
(ETHINYLESTRADIOL/
NORGESTREL)

C  

Pulmonary oedema  
4200398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2004 4200398 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0510240A

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered WELLBUTRIN XL S ORAL 300MG Per day  GLAXOSMITHKLINE
Anxiety EFFEXOR S  
Headache ALPRAZOLAM C  
Drug withdrawal syndrome  
4200636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2004 4200636 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0517248A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis WELLBUTRIN XL S ORAL 300MG Per day 6 WEEK GLAXOSMITHKLINE

EFFEXOR S  
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4208037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2004 4208037 EXPEDITED (15-DAY) Y HO,OT GBWYE995624AUG04 63 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Meniere's disease EFFEXOR S ORAL 37.5 MG ONE DOSE 1 DAY

GLICLAZIDE C  
ROSIGLITAZONE
(ROSIGLITAZONE)

C  

LISINOPRIL (LISINOPRIL) C  
ROFECOXIB C  
SIMVASTATIN C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

4168825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2004 4168825 EXPEDITED (15-DAY) Y OT GBWYE850424JUN04 38 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150MG IN THE

MORNING ORAL
 

Hypotension INDERAL S ORAL 40 MG 2X PER 1 DAY
ORAL

 

Fall CARBAMAZEPINE
(CARBAMAZEINE)

C  

Feeling abnormal CHLORPROMAZINE
(CHLORPROMAZNE)

C  

Head injury ZUCLOPENTHIXOL C  
Disturbance in attention  
Tremor  
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4193769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2004 4193769 EXPEDITED (15-DAY) Y DE HQWYE844604AUG04 42 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden infant death syndrome EFFEXOR XR S  
Loss of consciousness  
4206789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2004 4206789 DIRECT N DS,LT 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity REYATAZ S ORAL 300 MG DAILY ORAL  BRISTOL MYERS SQUIBB
Musculoskeletal pain EFFEXOR S  
Back pain VIREAD C  
Chest pain NORVIR C  

EMTRIVA C  
4208367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2004 4208367 EXPEDITED (15-DAY) Y DS HQWYE717628JUN04 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Female sexual dysfunction EFFEXOR XR S ORAL ORAL  
Social avoidant behaviour EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Sensory disturbance EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

Paraesthesia oral EFFEXOR XR S ORAL TAPERED HER DAILY
DOSE TO 75 MG AND
THEN TO 37.5 MG
LAST WEEK, ORAL

 

Paraesthesia ADDERALL C  
Visual impairment KLONOPIN C  
Drug withdrawal syndrome  
Maternal exposure during pregnancy  
Unevaluable event  
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4208580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2004 4208580 EXPEDITED (15-DAY) N HO HQWYE607726AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colour blindness acquired EFFEXOR XR S ORAL SEE IMAGE  
Delirium REMERON S  
Agitation  
Drug interaction  
Drug withdrawal syndrome  
Mental impairment  
Paraesthesia  
Repetitive speech  
Speech disorder  
4209364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2004 4209364 EXPEDITED (15-DAY) N DS HQWYE494524AUG04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S GRADUALLY  
Emotional distress  
Feeling abnormal  
Unevaluable event  
4210467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2004 4210467 EXPEDITED (15-DAY) Y OT HQWYE611926AUG04 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  
Anger  
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4171315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2004 4171315 EXPEDITED (15-DAY) OT NLWYE829616JUN04 35 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE 1 DAY
Rash EFFEXOR S ORAL SEE IMAGE  
Mydriasis LORAZEPAM C  
Agitation  
Anxiety  
Condition aggravated  
Depression  
Emotional disorder  
Feeling abnormal  
Insomnia  
4190278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2004 4190278 EXPEDITED (15-DAY) Y OT GBWYE935028JUL04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, visual EFFEXOR S ORAL SEE IMAGE 1 MTH
Huntington's disease DIAZEPAM (DIAZEPAM) C  
4207974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Sep-2004 4207974 EXPEDITED (15-DAY) DE 2004-DE-04435GD 48 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose CODEINE S  

OLANZAPINE (OLANZAPINE) S  
VENLAFAXINE S  
FLURAZEPAM S  
METOCLOPRAMIDE S  
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4204365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2004 4204365 EXPEDITED (15-DAY) Y HO,DS,LT GB-
JNJFOC-20040807491

33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal tubular necrosis RISPERDAL S OROPHARINGEAL  
Drug interaction VENLAFAXINE S OROPHARINGEAL  
Pancreatitis LITHIUM S OROPHARINGEAL  

CYPROTERONE ACETATE
\ETHINYL ESTRADIOL

S OROPHARINGEAL  

CYPROTERONE ACETATE
\ETHINYL ESTRADIOL

S OROPHARINGEAL  

4208967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2004 4208967 EXPEDITED (15-DAY) Y HO 04P-056-0271518-00 45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia AKINETON S ORAL PER ORAL  
Leukopenia CLORAZEPATE DIPOTASSIUM S ORAL PER ORAL  

PIPAMPERONE S ORAL PER ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG, 2 IN 1 D, PER

ORAL
 

PAROXETINE HYDROCHLORIDE C  
BROMAZEPAM C  
ZOLPIDEM C  

4209872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2004 4209872 EXPEDITED (15-DAY) Y OT HQWYE504510DEC03 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion missed EFFEXOR XR S ORAL SEE IMAGE  
Maternal exposure during pregnancy VITAMINS NOS C  
Abortion spontaneous  
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4211444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2004 4211444 EXPEDITED (15-DAY) Y HO GBWYE482723DEC03 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR XR S ORAL SEE IMAGE 59 DAY
Maternal exposure during pregnancy  
Premature baby  
4211445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2004 4211445 EXPEDITED (15-DAY) Y OT GBWYE005027AUG04 32 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 37.5-75 MG TWICE

DAILY
 

Spinal fracture ALCOHOL (ETHANOL) S ORAL  
Syncope CLOZARIL S  
Fall FLECAINIDE ACETATE C  

4209772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2004 4209772 EXPEDITED (15-DAY) Y OT 04-00544 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome TRAMADOL HYDROCHLORIDE S 400MG, DAIILY,  
Agitation MIRTAZAPINE S 30MG, DAILY  
Confusional state VENLAFAXINE HYDROCHLORIDE S 300MG, DAILY  
Anxiety  
Chills  
Gastrointestinal disorder  
Hyperhidrosis  
Hyperreflexia  
Mydriasis  
Myoclonus  
Pyrexia  
Tachycardia  
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4210782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2004 4210782 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225MG  1XDAY  ORAL  WYETH
Amnesia  
Anger  
Crying  
4211745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2004 4211745 EXPEDITED (15-DAY) N OT HQWYE754101SEP04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female EFFEXOR S ORAL ORAL  
Nonspecific reaction  
4211749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2004 4211749 EXPEDITED (15-DAY) N OT HQWYE658430AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S 75 MG 2X PER 1 DAY  
Disorientation  
Dizziness  
Drug withdrawal syndrome  
Vomiting  
4212974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2004 4212974 EXPEDITED (15-DAY) Y DS GB8899228JAN2002 28 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 300 MG 1X PER 1 DAY

ORAL; SEE IMAGE
 

Agitation LACTULOSE C  
Drug dependence  
Irritability  
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4213832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2004 4213832 EXPEDITED (15-DAY) Y HO GBWYE010901SEP04 55 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Periorbital haematoma EFFEXOR S ORAL OVERDOSE ORAL  
Amnesia CLOZARIL S ORAL 3-4 DAYS SUPPLY

(1,200 TO 1,600MG)
ORAL

 

Limb discomfort  
Overdose  

4206847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2004 4206847 EXPEDITED (15-DAY) Y OT HQWYE433619AUG04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mitral valve incompetence EFFEXOR XR S ORAL SEE IMAGE  
Cardiac valve replacement complication  
Increased ventricular afterload  
4212810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2004 4212810 EXPEDITED (15-DAY) Y OT DEWYE900013JUL04 38 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL 75 MG  
Alcohol use  
Drug abuser  
Insomnia  
Tongue biting  
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4212898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2004 4212898 EXPEDITED (15-DAY) Y OT GBWYE019707SEP04 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chills EFFEXOR S ORAL 37.5MG DAILY 1 DAY
Fatigue SALBUTAMOL (SALBUTAMOL) C  
Restlessness BECLOMETHASONE

DIPROPIONATE
(BECLOMETASONE
DIPROPIONATE)

C  

Abdominal pain  
Anxiety  
Faeces discoloured  
Hyperhidrosis  
Mydriasis  

4212228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2004 4212228 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1 DAILY ORAL  WYETH

EFFEXOR XR S ORAL 75 MG 1 DAILY ORAL  WYETH
YASMIN C  
SEROQUEL C  
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4212272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2004 4212272 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 1 DAILY ORAL  WYETH
Anger  
Anxiety  
Drug withdrawal syndrome  
Electrocardiogram abnormal  
Hostility  
Insomnia  
Weight increased  
4212291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2004 4212291 DIRECT N HO,LT,RI 13 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL 150 MG ONCE DAILY

ORAL
 

Suicide attempt  
4213655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2004 4213655 EXPEDITED (15-DAY) Y HO,LT FRWYE021107SEP04 74 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory distress EFFEXOR S ORAL 375 MG DAILY AT THE

TIME OF THE EVENT
ONSET, ORAL

 

Pneumonia RISPERDAL C  
Pneumonia aspiration CYAMEMAZINE C  

IMOVANE (ZOPICLONE) C  
SECTRAL C  
COZAAR C  
ASPIRIN C  
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4214086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2004 4214086 EXPEDITED (15-DAY) Y OT HQWYE752701SEP04 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S SEE IMAGE/OVER 4-5

DAYS
 

Drug level increased AVELOX S INTRAVENOUS 400 MG ,
INTRAVENOUS

 

Electrocardiogram QRS complex prolonged BUPROPION S SEE IMAGE/OVER 48
HOURS

 

Medical device complication CARVEDILOL S 3.125 MG 2X PER 1
DAY

 

VANCOMYCIN C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

FUROSEMIDE (FUROSEMIDE) C  
SPIRONOLACTONE C  
MILRINONE (MILRINONE) C  
CLONAZEPAM C  
CALCIUM C  
MULTIVITAMINS (ASCORBIC
ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL//RETINOL/
RIBOFLAVIN/TH

C  

4176638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2004 4176638 EXPEDITED (15-DAY) Y OT GBWYE887608JUL04 48 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eosinophilia EFFEXOR S  
White blood cell count increased CLOZAPINE S ORAL ORAL  
Neutrophilia  
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4200097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2004 4200097 EXPEDITED (15-DAY) Y OT HQWYE100209AUG04 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema elevatum diutinum EFFEXOR XR S ORAL SEE IMAGE  

IBUPROFEN (IBUPROFEN) S AS NEEDED  
TRAZODONE HYDROCHLORIDE C  
CUPRIMINE C  
UROCIT-K (POTASSIUM CITRATE) C  
SODIUM BICARBONATE C  
CAPTOPRIL C  
PHENERGAN C  
CLONAZEPAM C  
WELLBUTRIN C  

4212866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2004 4212866 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 300 MG 1 X / DAY

ORAL
 WYETH

Feeling of despair  
Vision blurred  
4213052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2004 4213052 EXPEDITED (15-DAY) N OT HQWYE856707SEP04 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S 37.5 MG 1X PER 1 DAY  
Dizziness  
Drug withdrawal syndrome  
Hypertension  
Treatment noncompliance  
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4213061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2004 4213061 EXPEDITED (15-DAY) N OT HQWYE868708SEP04 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S TIRED TO GET OFF A

FEW TIMES BY
DECREASING DOSES
AND GOING COLD

 

Anxiety  
Asthenia  
Fatigue  
Feeling abnormal  
Hypoaesthesia  
Nervous system disorder  
Palpitations  
Paraesthesia  
Somnolence  
4213063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2004 4213063 EXPEDITED (15-DAY) N OT HQWYE928608SEP04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  
Suicidal ideation  
Treatment noncompliance  
4213823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2004 4213823 DIRECT Y 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tardive dyskinesia VENLAFAXINE HYDROCHLORIDE S ORAL 150MG+75MG  DAILY

ORAL
 WYETH
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4213153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2004 4213153 DIRECT DS 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 ORAL  WYETH AYERST
4213159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2004 4213159 DIRECT N OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1 DAILY ORAL  
Hypoaesthesia  
Suicidal ideation  
4215810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2004 4215810 EXPEDITED (15-DAY) Y HO 2004-09-0207 33 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR S ORAL 75 MG DAILY ORAL  
Aspartate aminotransferase increased DESLORATADINE S ORAL 5 MG ORAL  
Alanine aminotransferase increased  
Blood lactate dehydrogenase increased  
4216956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2004 4216956 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL 75 MG DAILY ORAL  
Arthralgia WELLBUTRIN S ORAL 200 MG DAILY ORAL  
Diarrhoea  
Nausea  
Night sweats  
Pyrexia  
Vomiting  
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4199764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2004 4199764 EXPEDITED (15-DAY) Y OT 2004054101 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash NEURONTIN S ORAL 900 MG, (300 MG, 3 IN

1 D), ORAL
 

Diplopia VENLAFAXINE HYDROCHLORIDE S 75 MG (75 MG, 1 IN 1
D)

 

Blood pressure fluctuation HYZAAR C  
Disorientation HYSOCYAMINE (HYOSCYAMINE) C  
Heart rate increased OXYCODONE HYDROCHLORIDE C  
Dehydration FENTANYL (FENTANYL) C  
Kidney infection ALPRAZOLAM (ALPRAZOLAM) C  
Fatigue PREDNISONE C  
Somnolence WARFARIN (WARFARIN) C  
Depressed level of consciousness LANSOPRAZOLE

(LANSOPRAZOLE)
C  

Pruritus generalised TRIAMCINOLONE ACETONIDE C  

4204653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2004 4204653 EXPEDITED (15-DAY) N DS HQWYE430819AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR S UNKNOWN,

"ATTEMPTED TO STEP
DOWN, BUT QUICKLY
STEPPED BACK UP"

 

Disturbance in social behaviour  
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4217247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2004 4217247 DIRECT Y HO 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion VENLAFAXINE S ORAL 75 MG BID ORAL  
Condition aggravated TYLENOL C  

VIOXX C  
TOLBUTAMIDE C  
CLONAZEPAM C  
METFORMIN HYDROCHLORIDE C  
AVANDIA C  
HYDRALAZINE C  
PREVACID C  
CLONIDINE C  
LIPITOR C  
REGLAN C  
DILANTIL C  

4217590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2004 4217590 EXPEDITED (15-DAY) Y HO,OT FRWYE026009SEP04 18 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
Drug effect decreased  
Extrapyramidal disorder  
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4217619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2004 4217619 EXPEDITED (15-DAY) Y HO HQWYE984510SEP04 75 YR Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bradykinesia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL)
 

Musculoskeletal stiffness EFFEXOR XR S ORAL 150 MG 1 X PER 1
DAY, ORAL

 

Tremor EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

MADOPAR (BENSERAZIDE
HYDROCHLORIDE/LEVODOPA)

C  

COMTAN C  
4218629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2004 4218629 EXPEDITED (15-DAY) N OT HQWYE945409SEP04 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Hypertension VASOTEC C  
5769726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2004 5769726 EXPEDITED (15-DAY) Y HO,OT HQWYE971110SEP04 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metabolic acidosis EFFEXOR XR S ORAL SEE IMAGE  
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4216636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2004 4216636 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impulsive behaviour EFFEXOR S ORAL 350 MG ORAL  WYETH
Abnormal behaviour  
Compulsions  
Euphoric mood  
Feeling abnormal  
Mania  
Partner stress  
4217394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2004 4217394 DIRECT N OT 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuralgia EFFEXOR XR S ORAL 75 MG 2 / DAY ORAL  WYETH
Carpal tunnel syndrome NEURONTIN S ORAL 200 MG 3 / DAY ORAL  PFIZER
Arthritis CLONAZEPAM C  
Panic reaction OMEPRAZOLE C  
Thinking abnormal LIPITOR C  
Suicidal ideation LISINOPRIL C  
Drug interaction ZESTRIL C  
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4217461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2004 4217461 DIRECT Y OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impulsive behaviour EFFEXOR XR S ORAL 150 MG EVERYDAY

ORAL
 WYETH

Aggression EFFEXOR XR S ORAL 37.5 MG, EVERYDAY
ORAL

 WYETH

Abnormal behaviour  
Anger  
Family stress  
Feeling abnormal  
Hostility  
Impaired driving ability  
Insomnia  
Neglect of personal appearance  
Nightmare  
4217478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2004 4217478 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG ONCE A DAY

ORAL
 

Drug effect decreased  
4218327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2004 4218327 EXPEDITED (15-DAY) Y OT HQWYE984210SEP04 77 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL "37 MG" DAILY 18 DAY
Condition aggravated  

Page: 754 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4218344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2004 4218344 EXPEDITED (15-DAY) Y OT FRWYE017506SEP04 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR S ORAL 1 DOSE 2 X PER 1 DAY  
Road traffic accident  
4221197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2004 4221197 DIRECT N OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S 75 MG 3 TIMES  
Activities of daily living impaired  
Vomiting  

4152098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2004 4152098 EXPEDITED (15-DAY) Y HO S04-FRA-02216-01 18 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extrapyramidal disorder CITALOPRAM HYDROBROMIDE S ORAL 1 TABLET QD PO  
Tremor EFFEXOR S  
4180627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2004 4180627 EXPEDITED (15-DAY) Y OT HQWYE130115JUL04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hydronephrosis EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Maternal exposure during pregnancy ZYRTEC C  
Foetal disorder VITAMINS NOS C  
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4219797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2004 4219797 EXPEDITED (15-DAY) Y DE S04-USA-06113-01 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LEXAPRO S  
Gun shot wound EFFEXOR S  
Economic problem  
Refusal of treatment by patient  
4220610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2004 4220610 EXPEDITED (15-DAY) Y OT HQWYE966809SEP04 50 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura EFFEXOR S ORAL ORAL  
Condition aggravated  

4159898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2004 4159898 EXPEDITED (15-DAY) Y DE,OT 2004037150 26 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose DIPHENHYDRAMINE

HYDROCHLORIDE
S  

Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL 2 MONTH SUPPLY,
ORAL

 

Toxicologic test abnormal METHYLENE
DIOXYAMPHETAMINE

S  

Suicidal ideation PROMETHAZINE S  
CITALOPRAM C  
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4218994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2004 4218994 DIRECT Y OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Contusion EFFEXOR XR S ORAL 37.5 MG DAILY ORAL  

TRAZODONE HYDROCHLORIDE C  
FLONASE C  
KLONOPIN C  

4222108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2004 4222108 EXPEDITED (15-DAY) Y OT HQWYE984810SEP04 30 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR S  
Laceration ZYPREXA S  

4206375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2004 4206375 EXPEDITED (15-DAY) Y HO,OT FRWYE999424AUG04 75 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 2X PER 1 DAY

ORAL
16 DAY

Somnolence ZOPICLONE S ORAL 0.5 TABLET 1X PER 1
DAY ORAL

 

Dehydration URBANYL S ORAL 1 TABLET 3X PER 1
DAY ORAL

 

Drug level above therapeutic TIANEPTINE C  
FENOFIBRATE C  
RAMIPRIL C  
IKOREL (NICORANDIL) C  
FLUINDIONE C  
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4221080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2004 4221080 DIRECT N OT 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S 1 PILL DAILY (75 MG)  
Anxiety DIOVAN S 1 PILL DAILY  
Dizziness  
Hormone level abnormal  
Increased appetite  
Insomnia  
Micturition disorder  
4222911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2004 4222911 EXPEDITED (15-DAY) Y OT HQWYE988813SEP04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S TRANSPLACENTAL 150 MG 1X PER 1 DAY

TRANSPLACENTAL
 

Hypertonia neonatal  
Hypotonic-hyporesponsive episode  
Neonatal disorder  
Nervous system disorder  

4222194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2004 4222194 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG DAILY ORAL  WYETH
Activities of daily living impaired  
Asthenia  
Nightmare  
Pain  
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4223065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2004 4223065 EXPEDITED (15-DAY) Y OT FRWYE056922SEP04 1 DAY Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotonia neonatal VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL SEE IMAGE  
Blood lactic acid increased EFFEXOR S TRANSPLACENTAL 25 MG 3X PER 1 DAY  
Apgar score low  
Caesarean section  
Maternal exposure during pregnancy  

4149828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2004 4149828 EXPEDITED (15-DAY) N OT 2004051408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation NEURONTIN S ORAL 3000 MG (300 MG),

ORAL
 

Faecaloma CLONAZEPAM S ORAL 3 MG, ORAL  
Renal cyst OXYCODONE HYDROCHLORIDE S ORAL 60 MG, ORAL  
Urinary tract infection VENLAFAXINE HYDROCHLORIDE S ORAL 375 MG, ORAL  
Urinary retention QUETIAPINE FUMARATE

(QUETIAPINE FUMARATE)
C  

X-ray abnormal VALSARTAN (VALSARTAN) C  
Bladder disorder  
Neoplasm  
4223674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2004 4223674 EXPEDITED (15-DAY) N HO HQWYE143221SEP04 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Caesarean section  
Respiratory disorder  
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4223677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2004 4223677 EXPEDITED (15-DAY) N OT HQWYE036215SEP04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 275 MG 1X PER 1 DAY

WEANED OFF VERY
SLOWLY

 

Abdominal discomfort  
Anger  
Cold sweat  
Dizziness  
Eye movement disorder  
Headache  
Homicidal ideation  
Impatience  
Irritability  
Loss of consciousness  
Nervous system disorder  
Night sweats  
Nonspecific reaction  
Palpitations  
Paraesthesia  
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4223728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2004 4223728 EXPEDITED (15-DAY) N OT HQWYE810811MAY04 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental disorder EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Condition aggravated  
Depression  
Feeling abnormal  
Homicidal ideation  
Homicide  
Insomnia  
Physical assault  
Suicidal ideation  
Suicide attempt  
4224128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2004 4224128 EXPEDITED (15-DAY) Y HO,LT SEWYE053821SEP04 < 1 DAY Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY  
Muscle twitching SYMBICORT C  
Apgar score low  
Base excess negative  
Blood glucose decreased  
Feeding disorder neonatal  
Hypotonia neonatal  
Maternal exposure during pregnancy  
Neonatal disorder  
pH body fluid abnormal  
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4190149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4190149 EXPEDITED (15-DAY) Y HO HQWYE166726MAR04 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Condition aggravated EFFEXOR XR S ORAL SEE IMAGE  
Aggression  
Agitation  
Akathisia  
Anger  
Anxiety  
Blood pressure increased  
Drug ineffective  
Feeling jittery  
Headache  
Homicidal ideation  
Nausea  
Suicidal ideation  
Tremor  
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4217156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4217156 EXPEDITED (15-DAY) Y OT US-BRISTOL-MYERS
SQUIBB
COMPANY-12709333

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby ABILIFY S ORAL Date of initiation not

reported.  Increased to
20 mg on 10-Dec-2003.

 

Pregnancy AMBIEN S ORAL  
ATIVAN S ORAL Titrated up to 1 mg qid  
EFFEXOR XR S ORAL  
GABITRIL S ORAL 4 mg in the morning and

8 mg at hs.
 

KLONOPIN S ORAL  
REMERON S ORAL Increased to 60 mg daily

on 23-Feb-2004.
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4217250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4217250 EXPEDITED (15-DAY) N CA US-BRISTOL-MYERS
SQUIBB
COMPANY-12710182

< 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital anomaly ABILIFY S TRANSPLACENTAL Increased to 20 mg on

10-Dec-2003 and
discontinued on 29-
Dec-2003.

 

Meningomyelocele AMBIEN S TRANSPLACENTAL  
Congenital ectopic bladder ATIVAN S TRANSPLACENTAL Dose titrated upward

during pregnancy to 1
mg four times daily.

 

EFFEXOR XR S TRANSPLACENTAL  
GABITRIL S TRANSPLACENTAL 4 mg daily in the

morning and 8 mg daily
at hs.

 

KLONOPIN S TRANSPLACENTAL  
REMERON S TRANSPLACENTAL Increased to 60 mg daily

at hs on 23-Feb-2004.
 

4224104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4224104 EXPEDITED (15-DAY) N OT HQWYE119220SEP04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S SEE IMAGE  
Thinking abnormal NEURONTIN S SEE IMAGE  
Panic reaction  
Suicidal ideation  
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4224132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4224132 EXPEDITED (15-DAY) Y HO HQWYE118220SEP04 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Neonatal respiratory distress syndrome DARVOCET-N

(DEXTROPROPOXYPHENE/
PARACETAMOL)

C  

Convulsion neonatal TYLENOL (PARACETAMOL) C  
Premature baby AZITHROMYCIN C  

UNSPECIFIED INGREDIENT C  
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Detailed Report
4224137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4224137 EXPEDITED (15-DAY) Y HO HQWYE118120SEP04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Premature baby TYLENOL (PARACETAMOL) C  
Neonatal respiratory arrest UNSPECIFIED INGREDIENT C  
Neonatal disorder AZITHROMYCIN C  
Gastrooesophageal reflux disease DARVOCET-N

(DEXTROPROPOXYPHENE/
PARACETAMOL)

C  

Abnormal behaviour  
Aggression  
Agitation  
Bradycardia neonatal  
Communication disorder  
Developmental delay  
Gait disturbance  
Hypotonia neonatal  
Insomnia  
Intentional self-injury  
Poor sucking reflex  
Sensory integrative dysfunction  
Sepsis neonatal  

Page: 766 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4224243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4224243 EXPEDITED (15-DAY) Y HO,OT FRWYE839118JUN04 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S ORAL 50 MG 3X PER 1 DAY

ORAL
10 DAY

Agitation  
Disorientation  
Disturbance in attention  
Faecal incontinence  
Incoherent  
Urinary incontinence  
4224705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4224705 EXPEDITED (15-DAY) N DE HQWYE098916SEP04 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S UNKNOWN;  "DOSE

DOUBLED"
 

Abnormal behaviour  
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Detailed Report
4224716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2004 4224716 EXPEDITED (15-DAY) Y HO HQWYE113217SEP04 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical incompetence EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; 150 MG 1X PER
1DAY, ORAL; 225 MG
1X PER 1DAY, ORAL;
300 MG 1X PER 1
DAY,PO

 

Pain TYLENOL (PARACETAMOL) C  
Bronchitis  
False labour  
Haemorrhage in pregnancy  
Maternal exposure during pregnancy  
Migraine  
Pelvic pain  
Premature labour  
Sinusitis  
Vaginal haemorrhage  

4224168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2004 4224168 EXPEDITED (15-DAY) Y OT FRWYE750710MAY04 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retroplacental haematoma EFFEXOR S ORAL SEE IMAG  
Maternal exposure during pregnancy EFFEXOR S ORAL 25 MG 3X PER 1 DAY,

ORAL
38 DAY

Caesarean section  
Drug ineffective  
Vomiting  
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4224929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2004 4224929 EXPEDITED (15-DAY) Y OT HQWYE116717SEP04 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL SEE IMAGE  
Dizziness EFFEXOR S ORAL SEE IMAGE 2 MTH
Agitation  
Bipolar disorder  
Disorientation  
Drug ineffective  
Drug withdrawal syndrome  
Feeling abnormal  
Feeling drunk  
Mania  
Nausea  
Nightmare  
Serotonin syndrome  
Sleep disorder  
Suicidal ideation  

4224862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2004 4224862 DIRECT Y OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1 CAPSUL  PER DAY

ORAL
 WYETH

Influenza like illness  
Malaise  
Nausea  
Tinnitus  
Vertigo  
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5664690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2004 5664690 EXPEDITED (15-DAY) Y HO DEWYE571510FEB04 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL SEE IMAGE  
Maternal exposure during pregnancy FOLIC ACID C  
Amniotic cavity infection  
Condition aggravated  
Depression  
Retroplacental haematoma  

4186381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2004 4186381 EXPEDITED (15-DAY) Y OT HQWYE293521JUL04 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR XR S ORAL SEE IMAGE ORAL  
Anxiety DEPAKOTE C  
Weight decreased PROVIGIL C  
Hypertension ACIPHEX C  
Tachycardia SEROQUEL C  
Blood catecholamines abnormal UNSPECIFIED INGREDIENT C  
Blood catecholamines increased  
Catecholamines urine increased  
False positive investigation result  
4217527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2004 4217527 EXPEDITED (15-DAY) Y OT ZAWYE023208SEP04 Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG DAILY ORAL  
Diplopia ZOLPIDEM TARTRATE S  
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Detailed Report
5664941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2004 5664941 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 1 DAILY ORAL  
Nervous system disorder  

4223722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2004 4223722 EXPEDITED (15-DAY) Y CA 2004-120361-NL < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section REMERON S ORAL 45 MG DAILY ORAL  
Maternal exposure during pregnancy REMERON S ORAL 60 MG DAILY ORAL  
Premature baby AMBIEN S ORAL 20 MG DAILY ORAL  
Meningocele EFFEXOR XR S ORAL 450 MG DAILY ORAL  
Congenital ectopic bladder ABILIFY S ORAL 15 MG DAILY ORAL  
Colostomy ABILIFY S ORAL 20 MG DAILY ORAL  
Congenital spinal cord anomaly GABITRIL S ORAL 12 MG DAILY ORAL  
Gastrointestinal disorder congenital KLONOPIN S ORAL 0.5 MG DAILY ORAL  
Congenital anomaly ATIVAN S ORAL 0.5 MG DAILY ORAL  

ATIVAN S ORAL 1 MG DAILY ORAL  
5665459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2004 5665459 DIRECT N OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL 1 PER DAY ORAL  
Heart rate increased EFFEXOR XR S ORAL 1 PER DAY ORAL  
Anxiety  
Blood pressure increased  
Dizziness  
Hypoaesthesia  
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5665483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2004 5665483 DIRECT HO,DS,OT,RI 21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 75MG  1 TIME A DAY

ORAL
 WYETH

Abasia  
Hypersomnia  
Impaired driving ability  
Loss of employment  
Migraine  
Paralysis  
Sexual dysfunction  

4214635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2004 4214635 EXPEDITED (15-DAY) Y CA A03200403009 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section AMBIEN S TRANSPLACENTAL 20 MG HS -

TRANSPLACENTAL
 

Premature baby EFFEXOR XR S TRANSPLACENTAL 450 MG QD -
TRANSPLACENTAL

 

Meningocele MIRTAZAPINE C  
Maternal exposure during pregnancy ARIPIPRAZOLE C  
Congenital bladder anomaly TIAGABINE HYDROCHLORIDE C  

CLONAZEPAM C  
LORAZEPAM C  

4221548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2004 4221548 EXPEDITED (15-DAY) Y HO,OT DEWYE041415SEP04 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 75 MG 1 DAY
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5666195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2004 5666195 EXPEDITED (15-DAY) HO,DS HQWYE246624SEP04 29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic neuritis EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Accommodation disorder  
Anxiety  
Bone pain  
Demyelination  
Diplopia  
Dizziness  
Dry eye  
Dry mouth  
Eye pain  
Headache  
Hyperhidrosis  
Insomnia  
Nausea  
Nervousness  
Photophobia  
Rash  
Visual field defect  
Visual impairment  
Weight decreased  
5666231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2004 5666231 DIRECT N DE 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR XR S 1 X DAY 37.5MG/75 MG  
Completed suicide LIPITOR C  
Gun shot wound  
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Detailed Report
5666412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2004 5666412 EXPEDITED (15-DAY) Y RI 2004UW20190 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness SEROQUEL S ORAL 6 G PO  
Hypotension ALPRAZOLAM S ORAL 22 MG PO  
Intentional overdose EFFEXOR XR S ORAL 9 G PO  
5667144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2004 5667144 EXPEDITED (15-DAY) Y HO,OT HQWYE340727SEP04 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL SEE IMAGE  
Crying SOMA C  
Screaming VALIUM C  
Aggression LEVOXYL C  
Contusion LORTAB C  

SONATA C  
IBUPROFEN (IBUPROFEN) C  
SINEQUAN C  

5667145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2004 5667145 EXPEDITED (15-DAY) N OT HQWYE334927SEP04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR S 75 MG 1X PER 1 DAY 2 YR
Drug withdrawal syndrome  
Surgery  
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5667108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2004 5667108 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 CAPSULE 1 A DAY

ORAL
 

Depression  
5667484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2004 5667484 EXPEDITED (15-DAY) Y DE 2004AC00424 52 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide QUETIAPINE S  
Overdose VENLAFAXINE S  

ZALEPLON S  
5667721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2004 5667721 EXPEDITED (15-DAY) Y HO,DS HQWYE336027SEP04 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Panic disorder TRAZODONE HYDROCHLORIDE C  
Muscle spasms PROZAC C  
Post-traumatic stress disorder ATIVAN C  
Neurodegenerative disorder  
Pain  

5667860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2004 5667860 EXPEDITED (15-DAY) Y OT HQWYE034515SEP04 43 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychiatric symptom EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
69 DAY

LOETTE (LEVONORGESTREL/
ETHYINYL ESTRADIOL)

C  
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4176504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 4176504 EXPEDITED (15-DAY) Y OT HQWYE917307JUL04 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Phaeochromocytoma EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

4188535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 4188535 EXPEDITED (15-DAY) Y OT HQWYE391623JUL04 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Oligohydramnios WELLBUTRIN C  
Laboratory test abnormal  
Maternal exposure during pregnancy  
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Detailed Report
4196541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 4196541 EXPEDITED (15-DAY) Y HO,DS HQWYE086006AUG04 53 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Myoclonus DILTIAZEM HYDROCHLORIDE S ORAL 180 MG 1X PER 1 DAY  
Paraesthesia LORAZEPAM S ORAL 1 MG WHEN NEEDED  
Hypoaesthesia ZOLOFT S ORAL 50 MG, 1X PER 1 DAY  
Headache ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Neck pain ANTRA C  
Photophobia CELEBREX C  
Hyperhidrosis MEFENAMIC ACID C  
Nervousness GINSENG (GINSENG) C  
Gait disturbance SORTIS

"GOEDECKE" (ATORVASTATIN
CALCIUM)

C  

Hemiparesis ACETAMINOPHEN C  
Facial paresis  
Serotonin syndrome  
5650055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 5650055 EXPEDITED (15-DAY) HO NLWYE081601OCT04 28 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL SEE IMAGE  
Chest discomfort  
Depressed mood  
Drug withdrawal syndrome  
Heart rate increased  
Hyperhidrosis  
Panic attack  
Suicide attempt  
Tremor  
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Detailed Report
5652285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 5652285 DIRECT HO,OT 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S TAKE 2 Q AM QD X 6

MOS
6 MTH

Suicide attempt  
5669223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 5669223 EXPEDITED (15-DAY) Y HO,OT HQWYE467701OCT04 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic failure EFFEXOR XR S 150 MG 1 X PER 1 DAY  
Maternal exposure during pregnancy UNSPECIFIED INGREDIENT C  
Gestational hypertension  
Pre-eclampsia  
5669425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 5669425 EXPEDITED (15-DAY) N OT HQWYE459430SEP04 13 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Conversion disorder REMERON S 25-75 MG DAILY  
Abnormal behaviour  
Agitation  
Anger  
Confabulation  
Confusional state  
Drug abuser  
Hostility  
Suicidal ideation  
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Detailed Report
5675038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 5675038 EXPEDITED (15-DAY) Y OT HQWYE407818AUG04 59 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspepsia EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Hot flush SURMONTIL C  
Abdominal distension  
Discomfort  
Drug ineffective  
6299778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2004 6299778 EXPEDITED (15-DAY) Y HO HQWYE537605OCT04 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 150 MG 1 X PER 1

DAY,
TRANSPLACENTAL

 

Drug withdrawal syndrome neonatal  
Exposure during breast feeding  
Premature baby  

4220076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2004 4220076 EXPEDITED (15-DAY) Y OT CA-
GLAXOSMITHKLINE-
A0525978A

38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous WELLBUTRIN SR S ORAL 150MG Per day  GLAXOSMITHKLINE
Vaginal haemorrhage GLIMEPIRIDE\ROSIGLITAZONE

MALEATE
S ORAL 177 DAY GLAXOSMITHKLINE

EFFEXOR XR S ORAL 225MG Per day  
VITAMIN C C  GLAXOSMITHKLINE
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5667183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2004 5667183 EXPEDITED (15-DAY) Y OT GB-
JNJFOC-20041000531

63 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Jaundice cholestatic OXYBUTYNIN S OROPHARINGEAL  
Pruritus VENLAFAXINE S OROPHARINGEAL  
Drug interaction  

4187856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 4187856 EXPEDITED (15-DAY) Y HO ZAWYE930927JUL04 15 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S  
Restlessness ALPRAZOLAM S 1 DAY
Irritability MIDAZOLAM S 15 TABLETS (15MG)

OVERDOSE AMOUNT
1 DAY

Blood pressure systolic decreased  
Depression  
Intentional overdose  
Somnolence  
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5650109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5650109 EXPEDITED (15-DAY) Y HO,OT HQWYE462930SEP04 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR XR S OVERDOSE AMOUNT  
Disorientation ADVIL S ORAL 600 MG 3X PER 1 DAY,

ORAL
 

Accidental overdose  
Blood pressure increased  
Hallucination, auditory  
Irritability  
Loose associations  
Medication error  
Thinking abnormal  
5650190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5650190 EXPEDITED (15-DAY) Y HO HQWYE454330SEP04 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 75 MG PRE-

PREGNANCY,
TRANSPLACENTAL
SEE IMAGE

 

Transient tachypnoea of the newborn WELLBUTRIN C TRANSPLACENTAL  
Apgar score low  
Oligohydramnios  
5650290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5650290 EXPEDITED (15-DAY) Y DE,OT 2004071162 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LITHIUM (LITHIUM) S ORAL ORAL  
Intentional overdose OLANZAPINE (OLANZAPINE) S ORAL ORAL  
Cardio-respiratory arrest VENLAFAXINE S ORAL ORAL  

UNSPECIFIED INGREDIENT S ORAL ORAL  
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5651305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5651305 DIRECT N DS,OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 1/DAY ORAL  WYETH
Hallucination AMBIEN C  
Anger  
Crying  
Impaired driving ability  
Impaired work ability  
Memory impairment  
Nervous system disorder  
Panic reaction  
Paranoia  
Thinking abnormal  
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5651328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5651328 DIRECT N DS 54 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspepsia EFFEXOR XR S ORAL 75 MG TWICE A DAY

ORAL
 WYETH

Anger  
Blood pressure increased  
Crying  
Drug withdrawal syndrome  
Hallucination, auditory  
Impaired driving ability  
Mania  
Memory impairment  
Mental impairment  
Pain  
Paraesthesia  
Paranoia  
Photopsia  
Tinnitus  
Weight increased  
5651445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5651445 EXPEDITED (15-DAY) Y DE,OT 2004070989 36 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DOXEPIN HYDROCHLORIDE S  
Alcohol use VENLAFAXINE S  
Cardio-respiratory arrest ALCOHOL S  
Overdose  

Page: 783 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5651454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5651454 EXPEDITED (15-DAY) Y DE 2004070509 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROXYZINE

HYDROCHLORIDE
S ORAL ORAL  

Overdose VENLAFAXINE S ORAL ORAL  
5651860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5651860 EXPEDITED (15-DAY) Y DE 2004-120940-NL 75 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicologic test abnormal MIRTAZAPINE S DF  

TEMAZEPAM S DF  
VENLAFAXINE HYDROCHLORIDE S DF  

5668407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2004 5668407 DIRECT Y OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR XR S  
Fear  

4208020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2004 4208020 EXPEDITED (15-DAY) Y HO,OT HQWYE559025AUG04 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL SEE IMAGE  
Hallucination ATENOLOL S  
Dysarthria TEGRETOL S  
Road traffic accident ANTIBIOTIC S  
Splenectomy AVAPRO C  
Post procedural infection KLONOPIN C  
Agitation  
Drug withdrawal syndrome  
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5650835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2004 5650835 DIRECT N DS,LT,OT 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR S ORAL 37.5MG  DAILY  ORAL  WYETH
Dizziness  
Headache  
Hyperhidrosis  
Insomnia  
Muscle twitching  
Product quality issue  
Pyrexia  
5653520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2004 5653520 EXPEDITED (15-DAY) Y OT GBWYE100011OCT04 52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 1 TABLET 1X PER 1

DAY
121 DAY

Myalgia LORAZEPAM C  
Restlessness  
5653532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2004 5653532 EXPEDITED (15-DAY) Y DE HQWYE557306OCT04 51 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S OVERDOSE AMOUNT

UNKNOWN
 

Respiratory arrest COCAINE (COCAINE) S OVER DOSE AMOUNT
UNKNOWN

 

Cardiac arrest MORPHINE S OVERDOSE AMOUNT
UNKNOWN

 

Drug abuser  
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Detailed Report
5653534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2004 5653534 EXPEDITED (15-DAY) Y HO HQWYE636407OCT04 57 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S  
Decreased interest MOCLOBEMIDE S ORAL SEE IMAGE 8 DAY
Serotonin syndrome HALOPERIDOL C  
Lethargy SIMVASTATIN C  
Muscle twitching COGENTIN C  

RAMIPRIL C  
CARVEDILOL C  
ASPIRIN C  
HALOPERIDOL C  

5653704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2004 5653704 DIRECT DS,OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder EFFEXOR XR S ORAL 150 MG/ 1X DAY/ ORAL  
Chest pain  
Crying  
Feeling abnormal  
Marital problem  
Suicidal ideation  
Victim of spousal abuse  
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Detailed Report
5650197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2004 5650197 DIRECT OT 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 150 MG ONCE DAILY  
Irritability EFFEXOR XR S 75 MG ONCE DAILY  
Abdominal pain upper  
Aggression  
Chest pain  
Crying  
Decreased appetite  
Emotional disorder  
Eye pain  
Heart rate increased  
Movement disorder  
Self-injurious ideation  
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Freedom of Information Act (FOIA) 

Detailed Report
5651009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2004 5651009 DIRECT N DE 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S  
Abnormal behaviour  
Agitation  
Completed suicide  
Condition aggravated  
Crying  
Decreased appetite  
Decreased interest  
Drug ineffective  
Fear  
Feeling abnormal  
Feeling cold  
Gun shot wound  
Hyperhidrosis  
Impaired work ability  
Insomnia  
Nervousness  
Suicidal ideation  
Thinking abnormal  
Weight decreased  
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Detailed Report
5651323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2004 5651323 DIRECT OT 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal convulsions EFFEXOR XR S 225 MG DAILY  
Irritability EFFEXOR XR S 75 MG DAILY  
Abdominal pain upper  
Aggression  
Chest pain  
Crying  
Decreased appetite  
Emotional disorder  
Eye pain  
Feeling abnormal  
Heart rate increased  
Movement disorder  
Self-injurious ideation  
5652840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2004 5652840 EXPEDITED (15-DAY) Y HO 2004CG01970 89 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypercapnia OMEPRAZOLE S NI  
Somnolence XANAX S NI  
Pneumonia EFFEXOR S NI  
Anaemia ZYPREXA S NI  

OXYGEN C  
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Detailed Report
3822513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2004 3822513 EXPEDITED (15-DAY) HO,OT FR9109415JUL2002 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 50 MG 2X PER 1 DAY 24 DAY
Serotonin syndrome TRAMADOL HYDROCHLORIDE S ORAL SEE IMAGE 4 DAY
Fall LEVOTHYROXINE SODIUM C  
Rib fracture HYDROCORTISONE C  
White blood cell count increased DI-ANTALVIC

(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

Diarrhoea ACUPAN C  
Agitation  
Blood creatine phosphokinase increased  
Confusional state  
Disorientation  
Eosinophil count increased  
Inflammation  
Logorrhoea  
Pyrexia  
5651917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2004 5651917 DIRECT Y HO 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Mental status changes RISPERDAL S ORAL ORAL  
Acute psychosis  
Insomnia  
Tachycardia  
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Detailed Report
5653137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2004 5653137 EXPEDITED (15-DAY) Y DE 2004235693US 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CALAN S  
Intentional overdose COCAINE (COCAINE) S  

VENLAFAXINE S  
5653346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2004 5653346 EXPEDITED (15-DAY) N OT HQWYE630607OCT04 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation EFFEXOR C  
Disease recurrence KLONOPIN C  
No therapeutic response DEPAKOTE C  
Aggression LITHIUM (LITHIUM) C  
Mood swings LAMICTAL C  
Drug withdrawal syndrome  
5653350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2004 5653350 EXPEDITED (15-DAY) Y HO,OT HQWYE608807OCT04 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S SEE IMAGE  

DOXEPIN (DOXEPIN) C  
5653368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2004 5653368 EXPEDITED (15-DAY) Y OT GBWYE107013OCT04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY  
Cleft lip and palate  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5650116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5650116 EXPEDITED (15-DAY) OT HQWYE463030SEP04 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 100 MG/DAY IN TWO

SEPARATE DOSES
3 WEEK

Serotonin syndrome TRAMADOL HYDROCHLORIDE S 300 MG DAILY IN
THREE DOSES; 100
MG 1X PER 1 DAY

2 DAY

Agitation  
Diarrhoea  
Logorrhoea  
Pyrexia  
5652461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5652461 DIRECT Y DE,OT 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia VENLAFAXINE HYDROCHLORIDE S INCREASED TO 300

MG
 

Blood creatine phosphokinase increased HALDOL C  
Neuroleptic malignant syndrome MORPHINE C  
Sepsis ATORVASTATIN C  
Hypoxia PROZAC C  
Respiratory failure REFOCOXIB C  
Skin ulcer BENADRYL C  

LASIX C  
CERIPINE C  
LISINOPRIL C  
SYNTHROID C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5652707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5652707 DIRECT N DE 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S 1 PER DAY  WYETH
5653615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5653615 DIRECT N DE 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PAXIL S  
Anger EFFEXOR S  
Asphyxia RISPERDAL S  
5653903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5653903 DIRECT Y OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal VENLAFAXINE S ORAL ONCE PO DAILY  
5654224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5654224 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG ONCE A DAY

ORAL
 WYETH

Hot flush  
Influenza like illness  
Nervous system disorder  
Nightmare  
Night sweats  

Page: 793 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5654241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5654241 EXPEDITED (15-DAY) N OT HQWYE579706OCT04 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG 2X PER 1 DAY  
Drug withdrawal syndrome DEPO-PROVERA C  
Activities of daily living impaired PREMARIN C  
Unevaluable event PREMPRO (CONJUGATED

ESTROGENS 0.45MG/
MEDROXYPROGESTERONE
ACETATE 1.5MG)

C  

Depression suicidal PROTONIX C  
Economic problem  
No therapeutic response  
Suicide attempt  
5654273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5654273 EXPEDITED (15-DAY) Y DE K200401534 52 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide SONATA S ORAL ORAL  
Intentional overdose QUETIAPINE FUMARATE S ORAL ORAL  

VENLAFAXINE S ORAL ORAL  
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Detailed Report
5654548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5654548 EXPEDITED (15-DAY) Y OT HQWYE779215OCT04 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  
Syncope WELLBUTRIN C  
Anxiety VIOXX C  
Eye movement disorder DIPHENHYDRAMINE

HYDROCHLORIDE
C  

Abdominal discomfort  
Asthenia  
Balance disorder  
Blood pressure diastolic increased  
Brain scan abnormal  
Disease recurrence  
Fall  
Headache  
Heart rate increased  
Loss of libido  
Muscle twitching  
Tinnitus  
Tooth injury  
Tremor  
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Freedom of Information Act (FOIA) 

Detailed Report
5670541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2004 5670541 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0347637A

85 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation SERETIDE S INHALATION 500MCG Twice per day  GLAXOSMITHKLINE
Crying AUGMENTIN S ORAL 1G Per day 5 DAY GLAXOSMITHKLINE
General physical health deterioration COLCHICINE S ORAL 500MCG Per day  
Bronchopneumopathy OMEPRAZOLE S ORAL 20MG Per day  
Diarrhoea EFFEXOR S ORAL 37.5MG Twice per day 13 DAY
Bile duct stone CLAMOXYL C  GLAXOSMITHKLINE
Pyrexia CORTANCYL C  

ASASANTINE C  
NOCTRAN C  
CACIT D3 C  
CODOLIPRANE C  
FORLAX C  
FUNGIZONE C  

5654093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2004 5654093 DIRECT Y RI 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 37.5 MG BID ORAL  
Dyskinesia  
Loss of consciousness  
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Detailed Report
5654258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2004 5654258 DIRECT DS,LT,RI 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S 150 MG 1 DAILY  
Diarrhoea EFFEXOR S 37.5 MG 1 DAILY  
Confusional state  
Decreased appetite  
Dizziness  
Drug dependence  
Muscle twitching  
Vision blurred  
Vomiting  
5654518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2004 5654518 EXPEDITED (15-DAY) Y HO HQWYE548405OCT04 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Dizziness ACETAMINOPHEN
\DIPHENHYDRAMINE

C  

Tremor NITROGLYCERIN "PHARMACIA-
UPJOHN" (GLYCERYL
TRINITRATE)

C  

Chest pain  
Dyspnoea  
Gastrointestinal motility disorder  
Mood altered  
Nausea  
Serotonin syndrome  
Tachycardia  
Vomiting  
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Detailed Report
5654721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2004 5654721 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG  ONCE A DAY

ORAL
 

Activities of daily living impaired  
Disturbance in attention  
Feeling abnormal  
Impaired work ability  
5654746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2004 5654746 EXPEDITED (15-DAY) Y DE DSA_70474_2004 44 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHADONE HYDROCHLORIDE S ORAL DR PO  
Intentional overdose ZOLPIDEM S DF  

VENLAFAXINE HYDROCHLORIDE S DF  
5655057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2004 5655057 EXPEDITED (15-DAY) Y DE DSA_70429_2004 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CLONIDINE S DF  

VENLAFAXINE HYDROCHLORIDE S DF  
MIRTAZAPINE S ORAL DF    PO  

5655133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2004 5655133 DIRECT Y 13 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hostility EFFEXOR XR S 1 Q AM  
Agitation EFFEXOR XR S 1 Q AM  
Suicidal ideation  
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Detailed Report
5654478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2004 5654478 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental disorder EFFEXOR XR S 1 CAPSULE DAILY  
General physical health deterioration CYCLOBENZAPRINE

HYDROCHLORIDE
S 1 TABLET 3X DAY  

Social avoidant behaviour  
5655604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2004 5655604 EXPEDITED (15-DAY) Y HO 2004AC00430 43 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ARIMIDEX S ORAL 1 MG DAILY PO  
Mania EFFEXOR XR S ORAL 225 MG DAILY  

POLARAMINE C  
5656507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2004 5656507 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE702711OCT04 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL ORAL  
Coma PREDNISONE C  
Unevaluable event  

5657147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2004 5657147 EXPEDITED (15-DAY) N OT HQWYE689511OCT04 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus EFFEXOR XR S ORAL SEE IMAGE  
Arthralgia SYNTHROID C  
Drug withdrawal syndrome  
Paraesthesia  
Refusal of treatment by patient  
Sleep disorder  
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Detailed Report
5658722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2004 5658722 EXPEDITED (15-DAY) Y OT FRWYE122619OCT04 36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Prolactin-producing pituitary tumour EFFEXOR S ORAL 50 MG 3X PER 1 DAY;

ORAL
 

4206797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2004 4206797 EXPEDITED (15-DAY) Y HO,DS DSA_24832_2004 53 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction LORAZEPAM S ORAL 1 MG PRN PO  
Serotonin syndrome DILTIAZEM HYDROCHLORIDE S ORAL 180 MG QD PO  ELAN
Neurosyphilis EFFEXOR S ORAL 150 MG QD PO  
VIIth nerve paralysis ZOLOFT S ORAL 50 MG QD PO  
Gait disturbance ACETYLSALICYLIC ACID C  

OMEPRAZOLE C  
CELEBREX C  
MEFENAMIC ACID C  
GINSENG C  
SORTIS C  
PERFALGAN C  
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Detailed Report
4212777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2004 4212777 EXPEDITED (15-DAY) Y DE GBWYE011101SEP04 91 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

ORAL
3 DAY

Pneumonia TILDEM- SLOW RELEASE
(DILTIAZEM HYDROCHLORIDE)

C  

TOLBUTAMIDE C  
DIGOXIN (DIGOXIN) C  
SENNA LEAF C  
FRAGMIN C  
UNSPECIFIED INGREDIENT C  

5652396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2004 5652396 EXPEDITED (15-DAY) Y HO 2004CG02052 82 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction CRESTOR S ORAL 10 MG DAILY PO  
International normalised ratio increased COUMADIN S ORAL 1.5 DF DAILY PO  
Fall CORDARONE S 200 MG FIVE TIMES A

WEEK
 

Haematoma EFFEXOR S  
Pelvic fracture  
5656287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2004 5656287 DIRECT DS,OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG /1 X DAY/ORAL  
Chest pain  
Crying  
Emotional disorder  
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Detailed Report
5657664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2004 5657664 EXPEDITED (15-DAY) Y HO 2004CG02049 85 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Screaming OMEPRAZOLE S ORAL 20 MG DAILY PO  
Agitation COLCHICINE S ORAL 500 UG DAILY PO  
General physical health deterioration AUGMENTIN S ORAL 1 G DAILY PO  
Bile duct stone SERETIDE S INHALATION 500 UG BID IH  
Diarrhoea EFFEXOR S ORAL 37.5 MG BID PO  
Dysthymic disorder ASASANTIN C  
Bronchopneumopathy NOCTRAN C  
Condition aggravated CACIT D3 C  

CODOLIPRANE C  
FORLAX C  
FUNGIZONE C  
CLAMOXYL/SCH/ C  
CORTANCYL C  

5690736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2004 5690736 NON-EXPEDITED Y OT 2004059270 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state RELPAX S ORAL ORAL  
Agitation VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Drug interaction  
Hyperhidrosis  
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4199916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2004 4199916 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE071306AUG04 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR XR S ORAL SEE IMAGE  
Vomiting UNSPECIFIED INGREDIENT C  
Abdominal discomfort  
Abnormal dreams  
Anorgasmia  
Anxiety  
Condition aggravated  
Dyspnoea  
Fall  
Hyperhidrosis  
Insomnia  
Oropharyngeal swelling  
Pruritus  
Resuscitation  
4212048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2004 4212048 EXPEDITED (15-DAY) Y HO,CA,RI DSA_24883_2004 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy ATIVAN S TRANSPLACENTAL 0.5 MG QID TRAN-P  
Premature baby ATIVAN S TRANSPLACENTAL 1 MG QID, TRAN-P  
Meningomyelocele EFFEXOR XR S TRANSPLACENTAL 450 MG QD TRAN-P  
Congenital ectopic bladder ABILIFY S TRANSPLACENTAL 20 MG QHS, TRAN-P  
Caesarean section ABILIFY S TRANSPLACENTAL 15 MG QD TRAN-P  

AMBIEN S TRANSPLACENTAL 20 MG QD TRAN-P  
GABITRIL S TRANSPLACENTAL 12 MG QD, TRAN-P  
KLONOPIN S TRANSPLACENTAL 2 MG TRAN-P  
REMERON S TRANSPLACENTAL 45 MG QD TRAN-P  
REMERON S TRANSPLACENTAL 60 MG QHS, TRAN-P  
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Detailed Report
5659095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2004 5659095 EXPEDITED (15-DAY) N HO,DS HQWYE710625JUN04 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 150 MG EVERY AM, 75

MG EVERY NOON AND
150 MG EVERY PM,
ORAL

 

Generalised tonic-clonic seizure PREVACID C  
Amnesia  
Barrett's oesophagus  
Brain injury  
Condition aggravated  
Disorientation  
Drug withdrawal syndrome  
Headache  
Hypertension  
Intentional overdose  
Intracranial aneurysm  
Mental impairment  
Suicidal ideation  
Thinking abnormal  

Page: 804 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5659635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2004 5659635 EXPEDITED (15-DAY) Y HO HQWYE877718OCT04 76 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 112.5 MG 2X PER 1

DAY; 75 MG 1X PER 1
DAY

 

Serotonin syndrome PRIMPERAN S ORAL 10 MG AS NECESSARY 14 DAY
Amnesia ZOCOR C  
Blood creatine phosphokinase increased LEXONTANIL (BROMAZEPAM) C  
C-reactive protein increased DIGOXIN C  
White blood cell count increased BIOFLORIN (LACTOBACILLUS

ACIDOPHILUS)
C  

Confusional state IMODIUM C  
Blood pressure increased  
Clonus  
Hyperreflexia  
Pyrexia  
Tachycardia  
5659775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2004 5659775 EXPEDITED (15-DAY) Y DE GB-
JNJFOC-20041005769

21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Analgesic drug level increased ACETAMINOPHEN S  

VENLAFAXINE S  
ZOLPIDEM TARTRATE S  
MIRTAZAPINE (MIRTAZAPINE) S  
PROPOXYPHENE
HYDROCHLORIDE

S  
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Detailed Report
5651227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2004 5651227 EXPEDITED (15-DAY) Y OT GBWYE009531AUG04 45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR XR S ORAL 150 MG 2X PER 1 DEC

ORAL; SEE IMAGE
 

Drug level decreased PROCYCLIDINE
HYDROCHLORIDE

S 5 MG 3X PER 1 DAY  

LITHIUM (LITHIUM) C  
AMISULPRIDE  (AMISULPRIDE) C  

5652375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2004 5652375 EXPEDITED (15-DAY) OT PHBS2004CH13703 76 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Personality disorder PILOCARPINE HYDROCHLORIDE S 3 drp/day 2880 MIN NOVARTIS
Aggression LEVOTHYROXINE SODIUM S ORAL 50 mcg/d  
Vomiting EFFEXOR S ORAL  
Diarrhoea ZOPICLONE C ORAL  
Headache VIOXX C ORAL 25 mg/d  
Drug interaction NORVASC C ORAL 5 mg/d  
Pyromania COSOPT C ORAL 2 drp/d  

ESTRADIOL C TRANSDERMAL  
PREMARIN C ORAL  
STRUCTUM C ORAL  

5658065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2004 5658065 EXPEDITED (15-DAY) Y HO DEWYE115618OCT04 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LORAZEPAM S ORAL ORAL 1 DAY
Sopor TRIMIPRAMINE MALEATE S ORAL ORAL 1 DAY
Tachycardia VENLAFAXINE HYDROCHLORIDE S ORAL ORAL 1 DAY
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5658868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2004 5658868 EXPEDITED (15-DAY) N HO HQWYE713512OCT04 83 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR S  
Asthenia  
Cerebrovascular accident  
Hypertension  
Transient ischaemic attack  
5661197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2004 5661197 EXPEDITED (15-DAY) Y OT 2004235873FR 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis CELEBREX S ORAL 200 MG, QD, ORAL  
Eosinophilia EFFEXOR S 37.5 MG, QD  
Dehydration DIASTABOL C  
Platelet count decreased GLYBURIDE C  
Antinuclear antibody positive HYZAAR C  

CAPTOPRIL C  

5661999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2004 5661999 EXPEDITED (15-DAY) Y OT GBWYE067227SEP04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Spina bifida EFFEXOR XR S ORAL 225 MG 1 X PER 1 DAY  
Maternal exposure during pregnancy FLUOXETINE S ORAL 20 MG 1 X PER 1 DAY  

VALPROATE SODIUM
(VALPROATE SODIUM)

S ORAL 2000 MG 1 X PER 1
DAY
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Detailed Report
5653550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2004 5653550 EXPEDITED (15-DAY) Y HO,OT GBWYE090305OCT04 55 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 37.5MG ORAL 1 DAY
Dizziness ACETAMINOPHEN C  
Nausea LEVOTHYROXINE SODIUM C  
Pallor  
Syncope  
5660382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2004 5660382 DIRECT N OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S ORAL 150MG   PER DAY

ORAL
 

Abdominal pain upper  
Bedridden  
Dizziness  
Hot flush  
Irritability  
5661276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2004 5661276 EXPEDITED (15-DAY) N HO HQWYE895519OCT04 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Colonoscopy abnormal  
Constipation  
Gastrointestinal disorder  
Muscle spasms  
Nausea  
Vomiting  
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Detailed Report
5661623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2004 5661623 EXPEDITED (15-DAY) N OT HQWYE818318OCT04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  
Drug dependence  

4159335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 4159335 EXPEDITED (15-DAY) Y OT HQWYE312207JUN04 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event EFFEXOR XR S ORAL  
5652466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5652466 EXPEDITED (15-DAY) Y DE ES-
JNJFOC-20041005227

50 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide RISPERDAL CONSTA S INTRAMUSCULAR  

RHODOLGYL C OROPHARINGEAL 6 DF/ 3 times a day  
ZYPREXA C OROPHARINGEAL  
TRANXENE T-TAB C  
VENLAFAXINE HYDROCHLORIDE S  
VALPROMIDE S OROPHARINGEAL  
AKINETON S OROPHARINGEAL  
TRAZODONE HYDROCHLORIDE S OROPHARINGEAL  

5660398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5660398 DIRECT N OT 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR XR S ORAL 75 MG 1 X ORAL  
Suicidal ideation  
Suicide attempt  
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Detailed Report
5660643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5660643 DIRECT N HO,DS,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR XR S 1 X A DAY FOR 30

DAYS
 

Heart rate increased EFFEXOR XR S 1X A DAY FOR 30
DAYS

 

Anxiety  
Chest discomfort  
Depression  
Dyspnoea  
Fear  
5663107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5663107 EXPEDITED (15-DAY) DE 000#8#2004-00642 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide NITROGLYCERIN S ORAL ORAL  
Intentional overdose VENLAFAXINE S ORAL ORAL  
Alcohol use ALCOHOL S ORAL ORAL  
5663116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5663116 EXPEDITED (15-DAY) Y OT GBWYE130821OCT04 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neck pain EFFEXOR S ORAL SEE IMAGE  
Migraine ZOPICLONE C  
Back pain  
Drug withdrawal syndrome  
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Detailed Report
5663163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5663163 EXPEDITED (15-DAY) HO,OT HQWYE995322OCT04 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cervical vertebral fracture EFFEXOR XR S ORAL SEE IMAGE  
Accident  
5663220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5663220 EXPEDITED (15-DAY) Y OT HQWYE335827SEP04 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Phaeochromocytoma EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Carcinoid syndrome ALTACE C  
Blood catecholamines increased  
Flushing  
Hypertension  
Norepinephrine increased  
Tachycardia  
5663223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5663223 EXPEDITED (15-DAY) Y HO HQWYE896019OCT04 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S ORAL VARIED DOSE ORAL  
Serotonin syndrome EFFEXOR XR S ORAL (VARIOUS DOSES),

ORAL
 

Drug interaction ALCOHOL S ORAL SMALL AMOUNT,
ORAL

 

Amnesia  
Anger  
Belligerence  
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Detailed Report
5663842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2004 5663842 EXPEDITED (15-DAY) Y HO HQWYE894119OCT04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Agitation  
Irritability  

5659608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2004 5659608 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 75 MG 1 DAILY ORAL  WYETH
Activities of daily living impaired  
Feeling abnormal  
Nausea  
Vertigo  
5661179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2004 5661179 EXPEDITED (15-DAY) Y OT GBWYE136525OCT04 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE ORAL  
Blood pressure increased  
Depression  
Influenza like illness  
Sleep disorder  
Suicidal ideation  
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Detailed Report
5663209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2004 5663209 EXPEDITED (15-DAY) Y HO GBWYE118318OCT04 54 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased PREMPAK C  
Dizziness  
Drug withdrawal syndrome  
Lethargy  
Nausea  
Photopsia  
Refusal of treatment by patient  
5663344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2004 5663344 EXPEDITED (15-DAY) Y HO GBWYE136325OCT04 55 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal hypomotility EFFEXOR S ORAL 150 MG, ORAL  
Urinary retention MIRTAZAPINE S ORAL ORAL 44 DAY

OMEPRAZOLE C  
IRBESARTAN (IRBESARGAN) C  
ZOLPIDEM TARTRATE C  
DIAZEPAM C  
ALFUZOSIN (ALFUZOSIN) C  

Page: 813 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5664073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2004 5664073 EXPEDITED (15-DAY) N OT HQWYE000222OCT04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  
Balance disorder  
Drug dependence  
Drug ineffective  
Feeling abnormal  
Heart rate increased  
Hot flush  
5672733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2004 5672733 EXPEDITED (15-DAY) Y DE A01200405266 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ill-defined disorder ZOLPIDEM TARTRATE S  
Drug level above therapeutic ZOLPIDEM S  

MIRTAZAPINE S  
PROPOXYPHENE, DL- S  
VENLAFAXINE HYDROCHLORIDE S  
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Detailed Report
5672755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2004 5672755 DIRECT N OT,RI 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAILY ORAL  WYETH
Chest pain  
Chills  
Disturbance in attention  
Dyspepsia  
Dyspnoea  
Eye pain  
Gait disturbance  
Hypoaesthesia  
Influenza like illness  
Memory impairment  
Movement disorder  
Nervous system disorder  
Pain  
Pyrexia  
Somnolence  
Speech disorder  
Tinnitus  
Visual impairment  

5657754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2004 5657754 EXPEDITED (15-DAY) Y DE US-
MERCK-0410USA04077

35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VIVACTIL S ORAL  MERCK

VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
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Detailed Report
5662359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2004 5662359 EXPEDITED (15-DAY) DE 2004-DE-05514GD 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CLONIDINE TRANSDERMAL

SYSTEM
S ORAL PO  

Aspiration MIRTAZAPINE (MIRTAZAPINE) S  
Overdose VENLAFAXINE S SEE TEXT  
5664552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2004 5664552 EXPEDITED (15-DAY) Y OT HQWYE136621SEP04 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance EFFEXOR XR S 37.5 MG  
Atrioventricular block complete  
Bradycardia  
Cardiomyopathy  
Diaphragmatic disorder  
Diarrhoea  
Dizziness  
Dyspnoea exertional  
Loss of consciousness  
Pain  
Syncope  
5672946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2004 5672946 EXPEDITED (15-DAY) DE 2004-BP-10472RO 44 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHADONE HYDROCHLORIDE S  
Intentional overdose ZOLPIDEM TARTRATE S  

VENLAFAXINE S  
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Detailed Report
5673020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2004 5673020 EXPEDITED (15-DAY) Y DE 8007793 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest ACETAMINOPHEN W/

HYDROCODONE BITARTRATE
S ORAL PO  

Completed suicide VENLAFAXINE S ORAL PO  
Overdose CARISOPRODOL S ORAL PO  
5673161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2004 5673161 EXPEDITED (15-DAY) DE 2004-BP-10361RO 52 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest MIRTAZAPINE S  
Completed suicide VENLAFAXINE S  
Overdose FLUOXETINE S  
5673444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2004 5673444 EXPEDITED (15-DAY) DE 2004-BP-10351RO 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest LITHIUM CARBONATE S  
Completed suicide OLANZAPINE (OLANZAPINE) S  
Overdose VENLAFAXINE S  
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Detailed Report
5673482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2004 5673482 EXPEDITED (15-DAY) HO 2004-121619-NL 68 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction MIRTAZAPINE S ORAL 45 MG ORAL 3 WEEK
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG/150MG/225MG

ORAL
27 DAY

TRIAMTERENE AND
HYDROCHLOROTHIAZIDE

S 0.5 DF 29 DAY

OLANZAPINE C  
LORAZEPAM C  
ACETYLSALICYLIC ACID C  
METOPROLOL SUCCINATE C  

5650904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2004 5650904 EXPEDITED (15-DAY) Y HO DE-
MERCK-0410DEU00494

61 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delusion VIOXX S ORAL 2 DAY MERCK
Hepatitis VENLAFAXINE HYDROCHLORIDE S ORAL 39 DAY
Hallucination, olfactory TRIMIPRAMINE MALEATE S ORAL 39 DAY
C-reactive protein increased LORAZEPAM C ORAL 39 DAY
Lipase increased CARBIMAZOLE C ORAL  
Hepatocellular injury TAMSULOSIN HYDROCHLORIDE C UNKNOWN  

SIMVASTATIN C UNKNOWN  
5673618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2004 5673618 EXPEDITED (15-DAY) DE 2004-BP-10443RO 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Substance abuse COCAINE S  
Completed suicide VERAPAMIL HYDROCHLORIDE S  
Intentional overdose VENLAFAXINE S  
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Detailed Report
5673634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2004 5673634 EXPEDITED (15-DAY) DE 2004-BP-10360RO 51 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest COCAINE S  
Aspiration VENLAFAXINE S  
Substance abuse MORPHINE SULFATE S  
Intentional overdose  
5673856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2004 5673856 EXPEDITED (15-DAY) Y OT HQWYE085326OCT04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR XR S TRANSPLACENTAL "OVER 300 MG DAILY",

TRANSPLACENTAL
 

Neonatal aspiration WELLBUTRIN C  
Arrested labour  
Maternal exposure during pregnancy  
Neonatal pneumonia  
5677127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2004 5677127 EXPEDITED (15-DAY) Y HO DEWYE131922OCT04 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug abuser  
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Detailed Report
5659107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2004 5659107 EXPEDITED (15-DAY) DE US-
ABBOTT-04P-163-02793
20-00

36 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VALPROIC ACID S ORAL  
Cardio-respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL  

TOPIRAMATE S ORAL  
6099458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2004 6099458 EXPEDITED (15-DAY) DE US-
ABBOTT-04P-163-02791
89-00

62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROCODONE/

ACETAMINOPHEN
S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
CARISOPRODOL S ORAL  

5675006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2004 5675006 DIRECT N LT,RI 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 2 TABLETS DAY ORAL  WYETH AYERST
Abdominal discomfort  
Alcohol use  
Disturbance in attention  
Hallucination  
Loss of employment  
Nausea  
Psychiatric symptom  
Pupil fixed  
Suicidal ideation  
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5675944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2004 5675944 EXPEDITED (15-DAY) Y OT HQWYE790130JUN04 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bile duct cancer EFFEXOR XR S ORAL 150 MG , ORAL  
Bile duct obstruction  
5676302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2004 5676302 EXPEDITED (15-DAY) 2004-121772-NL 31 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased MIRTAZAPINE S ORAL 15 MG OD ORAL  
Myalgia VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG ORAL  
Aspartate aminotransferase increased PROPRANOLOL C  
Alanine aminotransferase increased CLONAZEPAM C  
5676534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2004 5676534 EXPEDITED (15-DAY) N OT HQWYE027525OCT04 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Activities of daily living impaired EFFEXOR XR S SEE IMAGE  
Drug withdrawal syndrome  
Feeling of despair  
Impaired driving ability  
Suicidal ideation  
5677336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2004 5677336 EXPEDITED (15-DAY) N HO DSA_25236_2004 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LORAZEPAM S ORAL DF ONCE PO  
Tachycardia TRIMIPRAMINE MALEATE S ORAL DF ONCE PO  
Sopor VENLAFAXINE HYDROCHLORIDE S ORAL DF ONCE PO  
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4220153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2004 4220153 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20040908652

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TOPAMAX S OROPHARINGEAL  
Intentional overdose BUPROPION S OROPHARINGEAL  
Cardio-respiratory arrest VENLAFAXINE HYDROCHLORIDE S  

OLANZAPINE S OROPHARINGEAL  
5655473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2004 5655473 EXPEDITED (15-DAY) Y OT NLWYE879706JUL04 32 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE, ORAL  

BETAMETHASONE C  
DAIVONEX (CALCIPOTRIOL) C  

5663317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2004 5663317 EXPEDITED (15-DAY) Y DS GBWYE055721SEP04 57 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gilbert's syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Fatigue ATENOLOL (ATENOLOL) C  
ISOSORBIDE (ISOSORBIDE) C  
SIMVASTATIN C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

PERINDOPRIL (PERINDOPRIL) C  
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Detailed Report
5677541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2004 5677541 EXPEDITED (15-DAY) Y HO HQWYE795815OCT04 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR XR S ORAL SEE IMAGE  
Syncope ALBUTEROL (SALBUTAMOL) S INHALATION INHALATION  
Aggression  
Drug withdrawal syndrome  
Hyperventilation  
Laceration  
5679709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2004 5679709 EXPEDITED (15-DAY) Y HO HQWYE169629OCT04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Status epilepticus EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Convulsion  
5679782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2004 5679782 EXPEDITED (15-DAY) Y HO,OT NLWYE158229OCT04 < 1 DAY Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal infection EFFEXOR S ORAL 75 MG ORAL/STARTED

BEFORE
OCCURRENCE OF
PREGNANCY

 

Moaning  
Neonatal tachypnoea  
Shoulder dystocia  
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Detailed Report
4220159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2004 4220159 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20040908725

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TOPAMAX S OROPHARINGEAL  
Pupil fixed VENLAFAXINE S OROPHARINGEAL  
Heart rate increased SUMATRIPTAN S OROPHARINGEAL  
Blood pH decreased  
Body temperature increased  
Intentional overdose  
Respiratory rate increased  
4220160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2004 4220160 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20040908726

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TOPAMAX S OROPHARINGEAL  
Intentional overdose VENLAFAXINE S OROPHARINGEAL  
Cardio-respiratory arrest VALPROIC ACID S OROPHARINGEAL  
Brain death DOXYLAMINE S OROPHARINGEAL  

ACETAMINOPHEN
\DIPHENHYDRAMINE

S OROPHARINGEAL  

DIPHENHYDRAMINE S OROPHARINGEAL  
5679631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2004 5679631 EXPEDITED (15-DAY) Y OT HQWYE190501NOV04 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident EFFEXOR XR S 450 MG 1X PER 1 DAY  

DIPHENHYDRAMINE
HYDROCHLORIDE

C  

ZYPREXA C  
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Detailed Report
5679632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2004 5679632 EXPEDITED (15-DAY) Y OT HQWYE200202NOV04 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL ORAL;   300 MG 1X

PER 1 DAY, ORAL;  75
MG 1X PER 1 DAY,
ORAL

 

Toxicity to various agents ZANTAC S DURATION: "FOR
YEARS"

 

Dizziness  
Dysstasia  
Orthostatic hypotension  
5679707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2004 5679707 EXPEDITED (15-DAY) Y HO DEWYE160729OCT04 21 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 2 TABLETS

(OVERDOSE AMOUNT
125 MG) ORAL

1 DAY

Dysarthria RISPERDAL S ORAL 6 TABLETS IN 12
HOURS, ORAL

1 DAY

Miosis TRIMIPRAMINE MALEATE S ORAL 1 TABLET, ORAL 1 DAY
Tachycardia ZOLOFT S ORAL 20 TABLETS

(OVERDOSE AMOUTN
1000 MG), ORAL

1 DAY

ZYPREXA S ORAL 3 TABLETS, ORAL 1 DAY
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Detailed Report
5681556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2004 5681556 EXPEDITED (15-DAY) Y HO DEWYE165502NOV04 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL 1 DAY
Loss of consciousness MIRTAZAPINE S ORAL ORAL 1 DAY
Aspiration SEROQUEL S ORAL ORAL 1 DAY

UNSPECIFIED INGREDIENT S ORAL ORAL  
UNSPECIFIED INGREDIENT S ORAL ORAL 1 DAY

5681572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2004 5681572 EXPEDITED (15-DAY) Y DS HQWYE194601NOV04 48 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG, ORAL 360 DAY
Paraesthesia BROMAZEPAM (BROMAZEPAM) C  
Hypoaesthesia CLONAZEPAM C  
Nausea CELEBREX C  
Conduction disorder  
Decreased activity  
Exercise tolerance decreased  
Fatigue  
Feeling abnormal  
Impaired work ability  
Nervous system disorder  
Neuralgia  
Pain  
Tinnitus  
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Detailed Report
5769704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2004 5769704 EXPEDITED (15-DAY) Y HO FRWYE081401OCT04 89 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypercapnia EFFEXOR S ORAL  
Somnolence OMEPRAZOLE S  
Anaemia XANAX S  
Confusional state ZYPREXA S  
Lung infection  
Nervous system disorder  

5679680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2004 5679680 EXPEDITED (15-DAY) Y OT GBWYE179305NOV04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR S VERY HIGH DOSE  
Anxiety  
Delusional disorder, somatic type  
Mental disorder  
Treatment noncompliance  
5679690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2004 5679690 EXPEDITED (15-DAY) DE ESWYE153328OCT04 63 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

TRANGOREX (AMIODARONE) C  
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Detailed Report
5679694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2004 5679694 EXPEDITED (15-DAY) OT HQWYE209203NOV04 36 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Abnormal behaviour  
Anger  
Crying  
Depression  
Dizziness  
Feeling abnormal  
Headache  
Nausea  
Screaming  
Suicidal ideation  
5681947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2004 5681947 EXPEDITED (15-DAY) Y DS HQWYE585429JUL04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome PROVIGIL C  
Asthenia DIAZEPAM (DIAZEPAM) C  
Loss of consciousness WELLBUTRIN C  
No therapeutic response  
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4214892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2004 4214892 EXPEDITED (15-DAY) HO NLWYE016403SEP04 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paralysis EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Fall  
Headache  
Intervertebral disc protrusion  
Lacrimal disorder  
5673473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2004 5673473 EXPEDITED (15-DAY) OT ESWYE153128OCT04 46 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Fall ACETAMINOPHEN C  
5676211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2004 5676211 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria EFFEXOR XR S ORAL 300 MG    PER DAY

ORAL
 WYETH AYERST

Drug withdrawal syndrome  
Eye swelling  
Nervous system disorder  
Pain  
Pruritus  
Swelling face  
Throat irritation  
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Detailed Report
5681508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2004 5681508 DIRECT N OT 1 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Activities of daily living impaired EFFEXOR S ORAL 150 MG 1 ORAL  
Aggression  
Depression  
Headache  
Hostility  
Mood altered  
Nausea  
Nervous system disorder  
5684214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2004 5684214 EXPEDITED (15-DAY) Y HO HQWYE927908SEP04 49 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extrapyramidal disorder EFFEXOR S ORAL 37.5 TO 150 MG 37 DAY
Tremor EFFEXOR S ORAL 75 MG (FREQUENCY

UNSPECIFIED)
 

Eye disorder MARCUMAR C  
Abnormal behaviour  
Akinesia  
Chills  
Encopresis  
Insomnia  
Restlessness  

Page: 830 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5679326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2004 5679326 DIRECT N OT 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S ORAL 50 MG DAILY ORAL  WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL 75XR MG DAILY ORAL  WYETH
Condition aggravated  
Depression  
Dizziness  
Nausea  
Nervous system disorder  
Photosensitivity reaction  
Sensory disturbance  
5679349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2004 5679349 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue EFFEXOR S ORAL 150MG ONCE PER

DAY ORAL
 WYETH AYERST

Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Fear  
Nausea  
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Detailed Report
5679919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2004 5679919 DIRECT Y 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 CAPSULE  A DAY

ORAL
 

Tinnitus EFFEXOR XR S ORAL SAME A DAY ORAL  
Disturbance in attention  
Irritability  
Thinking abnormal  
5683548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2004 5683548 DIRECT N OT 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersomnia EFFEXOR XR S ORAL 75 MG DAY ORAL  WYETH AYERST
Agitation  
Anger  
Bedridden  
Blood pressure increased  
Crying  
Emotional distress  
Feeling abnormal  
Hot flush  
Influenza  
Night sweats  
Pain  
Rash  
Suicidal ideation  
Weight increased  
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Detailed Report
5684689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2004 5684689 EXPEDITED (15-DAY) Y LT,OT GBWYE196211NOV04 18 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR S ORAL SEE IMAGE 35 DAY
Thinking abnormal  
5684705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2004 5684705 EXPEDITED (15-DAY) Y OT NLWYE196512NOV04 < 1 DAY Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR S ORAL 300 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy  

4217401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2004 4217401 EXPEDITED (15-DAY) N HO,DS 2004062989 53 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia ZOLOFT S ORAL 50 MG, ORAL  
Myoclonus DILTIAZEM HYDROCHLORIDE S ORAL 180 MG, ORAL  
Hypoaesthesia LORAZEPAM S ORAL (1 MG, AS

NECESSARY), ORAL
 

VIIth nerve paralysis VENLAFAXINE HYDROCHLORIDE S 150 MG  
Headache ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Neck pain OMEPRAZOLE C  
Photophobia CELECOXIB (CELECOXIB) C  
Hyperhidrosis MEFENAMIC ACID C  
Gait disturbance GINSENG (GINSENG) C  
Drug interaction ATORVASTATIN CALCIUM C  
Serotonin syndrome ACETAMINOPHEN C  
Facial paresis  
Nervousness  
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Detailed Report
5675923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2004 5675923 EXPEDITED (15-DAY) N LT NO-
GLAXOSMITHKLINE-
B0351292A

77 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic enzyme increased ZANTAC S ORAL 300MG Twice per day  GLAXOSMITHKLINE
Hepatitis EFFEXOR S ORAL  
Aspartate aminotransferase increased CALCIUM CARBONATE C UNKNOWN  GLAXOSMITHKLINE
Alanine aminotransferase increased NITRAZEPAM C UNKNOWN  
Jaundice DIURAL C UNKNOWN  GLAXOSMITHKLINE

MELATONIN C UNKNOWN  
OVESTERIN C UNKNOWN  
IRON C UNKNOWN  
HIPREX C UNKNOWN  
MULTIVITAMINS C  

5681828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2004 5681828 DIRECT Y HO 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain VENLAFAXINE HYDROCHLORIDE S ORAL PRIVATE MD, BY

MOUTH
 

Abdominal pain  
5681838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2004 5681838 DIRECT DE 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S  
Completed suicide  
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Detailed Report
5686234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2004 5686234 EXPEDITED (15-DAY) Y DE GBWYE185709NOV04 20 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR S ONE TABLET  
Asthenia  
Cardiac disorder  
Circulatory collapse  
Drug hypersensitivity  
Vomiting  
5686253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2004 5686253 EXPEDITED (15-DAY) Y OT HQWYE389711NOV04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotonia neonatal EFFEXOR XR S TRANSPLACENTAL 75 MG 2X PER 1 DAY,

TRANSPLACENTAL
 

Apgar score low VITAMINS NOS C  
Congenital floppy infant  
Maternal exposure during pregnancy  
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Detailed Report
4222460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2004 4222460 EXPEDITED (15-DAY) N OT 2004065245 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose increased NEURONTIN S ORAL 2400 MG (800 MG, 3 IN

1 D), ORAL
 

Insomnia VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG (150 MG, 1 IN 1
D), ORAL

 

Diabetic neuropathy METFORMIN HYDROCHLORIDE C  
Condition aggravated SALBUTAMOL (SALBUTAMOL) C  
False positive investigation result PANTOPRAZOLE

(PANTOPRAZOLE)
C  

PHAZYME (DIASTASE,
PANCREATIN, PEPSIN,
SIMETICONE)

C  

CELECOXIB (CELECOXIB) C  
5682382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2004 5682382 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eye disorder EFFEXOR S ORAL 300MG  ONCE A DAY

ORAL
 WYETH

Drug withdrawal syndrome SEROQUEL C  
Paraesthesia LUVOX C  
5684758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2004 5684758 EXPEDITED (15-DAY) Y DE B0349831A 39 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PAXIL S ORAL ORAL  
Drug screen positive VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
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Detailed Report
5684939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2004 5684939 EXPEDITED (15-DAY) Y DE B0349858A 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide SUMATRIPTAN SUCCINATE S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
TOPIRAMATE S ORAL ORAL  

5686738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2004 5686738 EXPEDITED (15-DAY) Y DE B0349849A 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LITHIUM CARBONATE S ORAL ORAL  
Cardio-respiratory arrest OLANZAPINE (OLANZAPINE) S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

5686060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2004 5686060 DIRECT Y LT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S BUCCAL 362.5 ONCE A DAY H

BUCCAL
 WYETH

Drug ineffective  
Hypertension  
Impaired driving ability  
Impaired work ability  
Memory impairment  
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5689044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2004 5689044 EXPEDITED (15-DAY) Y HO,OT HQWYE702611OCT04 49 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 4 DAY
Derealisation MIRTAZAPINE S ORAL SEE IMAGE 7 DAY
Psychiatric symptom DOMINAL (PROTHIPENDYL

HYDROCHLORIDE)
C  

Drug level decreased XANOR (ALPRZOLAM) C  
Drug dependence  
Drug level increased  

5686697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2004 5686697 DIRECT N HO,DS,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL 75MG  DAILY ORAL  WYETH
Activities of daily living impaired  
Anger  
Depression  
Dyskinesia  
Impaired driving ability  
Palpitations  
Sensory disturbance  
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Detailed Report
5686820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2004 5686820 DIRECT N HO,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 250 MG ORAL 1 / DAY  
Aggression  
Asthenia  
Child abuse  
Condition aggravated  
Depression  
Hypoaesthesia  
Loss of consciousness  
Mood swings  
Visual impairment  
5686906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2004 5686906 DIRECT N RI 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL 150    1 DAY   ORAL  WYETH
Cardiac disorder DIOVAN C  
5686925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2004 5686925 DIRECT Y OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 112.5MG   ONCE A

DAY  ORAL
 WYETH

Impaired work ability  
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Detailed Report
5687933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2004 5687933 EXPEDITED (15-DAY) N HO HQWYE388911NOV04 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Ejaculation delayed ADDERALL C  
Blood pressure abnormal  
Cellulitis staphylococcal  
Dizziness  
Dizziness postural  
Drug withdrawal syndrome  
Furuncle  
Groin abscess  
Libido decreased  
Orthostatic hypotension  
Subcutaneous abscess  
5689084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2004 5689084 EXPEDITED (15-DAY) OT 2004-UK-01180UK 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation CLONIDINE TRANSDERMAL

SYSTEM
S ORAL PO  

Depressed mood VENLAFAXINE S ORAL PO  
TAMOXIFEN C  

5689460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2004 5689460 EXPEDITED (15-DAY) Y OT GBWYE200215NOV04 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hernia congenital EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY;

ORAL
330 DAY

Congenital anomaly LOFEPRAMINE C  
Maternal exposure during pregnancy DIAZEPAM C  
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5673000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5673000 EXPEDITED (15-DAY) Y HO HQWYE018425OCT04 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling hot EFFEXOR XR S ORAL SEE IMAGE  
Burning sensation XANAX C  
Paraesthesia PRILOSEC C  
Platelet count increased SYNTHROID C  
Chest pain  
Convulsion  
Headache  
5680354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5680354 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0429814A

75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sexual dysfunction WELLBUTRIN S ORAL 300MG Per day  YR GLAXOSMITHKLINE
Agitation ZOLOFT S UNKNOWN  
Irritability EFFEXOR S UNKNOWN  

PAXIL S UNKNOWN  GLAXOSMITHKLINE
LEXAPRO S UNKNOWN  
LITHIUM C UNKNOWN  GLAXOSMITHKLINE
ARMOUR THYROID C UNKNOWN  

5680391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5680391 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0430949A

36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyskinesia WELLBUTRIN S ORAL 150MG Twice per day 4 DAY GLAXOSMITHKLINE

EFFEXOR S 75MG Per day  
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5680537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5680537 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0442438A

40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Libido decreased WELLBUTRIN S ORAL 2 YR GLAXOSMITHKLINE

EFFEXOR S UNKNOWN  
5680668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5680668 NON-EXPEDITED N OT US-
GLAXOSMITHKLINE-
A0495529A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion WELLBUTRIN S ORAL  GLAXOSMITHKLINE

EFFEXOR S UNKNOWN  
5680856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5680856 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0506509A

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness WELLBUTRIN SR S ORAL 100MG Per day  GLAXOSMITHKLINE
Insomnia EFFEXOR XR S ORAL 150MG Per day 2 YR

PROTONIX C  
YASMIN C  

5684581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5684581 DIRECT OT 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysuria VENLAFAXINE HYDROCHLORIDE S  

GATIFLOXACIN C  
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5687861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5687861 DIRECT Y DS 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG ONCE DAILY

ORAL
 WYETH

Balance disorder  
Dysphoria  
5688852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5688852 EXPEDITED (15-DAY) Y OT HQWYE396511NOV04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S  
Drug withdrawal syndrome  
Impaired work ability  
5689139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5689139 EXPEDITED (15-DAY) Y OT HQWYE505718NOV04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S  
Drug withdrawal syndrome  
5689417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5689417 EXPEDITED (15-DAY) Y HO,DS GRWYE198912NOV04 55 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Visual acuity reduced CITALOPRAM HYDROBROMIDE C  
TAVOR (LORAZEPAM) C  
DOGMATYL (SULPIRIDE) C  
HERCEPTIN C  
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5689946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2004 5689946 EXPEDITED (15-DAY) Y HO DSA_25356_2004 54 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LORAZEPAM S ORAL DF ONCE PO  
Fatigue CARBAMAZEPINE S ORAL DF ONCE PO  
Nausea LITHIUM S ORAL 8576 MG ONCE PO  
Vomiting VENLAFAXINE S ORAL DF ONCE PO  

5673547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5673547 EXPEDITED (15-DAY) Y HO FRWYE161629OCT04 52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity vasculitis EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY,

ORAL
1164 DAY

Skin toxicity XANAX S 0.25 MG ON DEMAND  
Prurigo LEVOTHYROXINE SODIUM C  
Antinuclear antibody positive  
5679688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5679688 EXPEDITED (15-DAY) Y DE GBWYE176904NOV04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
3 DAY

Cardiac arrest  
Unevaluable event  
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5689810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5689810 EXPEDITED (15-DAY) Y OT NLWYE054621SEP04 44 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eye movement disorder EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 1 DAY
Walking disability NOCTAMID (LORMETAZEPAM) C  
Amnesia METFORMIN HYDROCHLORIDE C  
Disturbance in attention LOSARTAN (LOSARTAN) C  
Thinking abnormal  
5689855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5689855 EXPEDITED (15-DAY) OT HQWYE754614OCT04 58 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL UNKNOWN THEN

INCREASED TO 150
MG DAILY

 

Aggression  
Alcoholism  
Amnesia  
Anger  
Condition aggravated  
Contusion  
Convulsion  
Decreased appetite  
Drug withdrawal syndrome  
Hallucination, visual  
Petit mal epilepsy  
Restlessness  
Speech disorder  
Weight decreased  
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5689892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5689892 EXPEDITED (15-DAY) Y HO,OT DEWYE143626OCT04 31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR XR S ORAL 10 CAPSULES

(OVERDOSE AMOUNT
750 MG)

1 DAY

Acidosis  
Coma  
Intentional overdose  
5690024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690024 EXPEDITED (15-DAY) N OT HQWYE468115NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Aggression  
5690039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690039 EXPEDITED (15-DAY) N HO HQWYE469915NOV04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL APPROXIMATELY

THIRTY EFFEXOR XR
150 MG CAPSULES
(OVERDOSE
AMOUNT), ORAL

 

Suicide attempt KLONOPIN S ORAL NINETY KLONOPIN 0.5
MG TABLETS
(OVERDOSE
AMOUNT), ORAL

 

Coma  
Drug ineffective  
Social avoidant behaviour  
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5690041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690041 DIRECT N HO,DS 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 75 MG  BID ORAL  WYETH

WELLBUTRIN SR S ORAL 100 MG  BID ORAL  
5690057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690057 EXPEDITED (15-DAY) N OT HQWYE489817NOV04 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Theft EFFEXOR XR S ORAL ORAL  
Crying  
Feeling guilty  
Suicidal ideation  
5690128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690128 EXPEDITED (15-DAY) Y OT BEWYE184708NOV04 83 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis toxic EFFEXOR XR S ORAL 75 MG 1X PER DAY 81 DAY
Red blood cell sedimentation rate increased ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Serum ferritin increased TILDIEM - SLOW RELEASE
(DILTIAZEM HYDROCHLORIDE)

C  

Blood acid phosphatase increased IBEXONE
(DIHYDROERGOTOXINE
MESILATE)

C  

Lipase increased RANITIDINE C  
ORTHO-GYNEST (ESTRIOL) C  
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5690193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690193 EXPEDITED (15-DAY) Y HO,DS,LT HQWYE490817NOV04 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 100 CAPSULES (1500

MG, OVERDOSE
AMOUNT), ORAL

 

Acute respiratory distress syndrome YASMIN C  
Asthenia TRILEPTAL C  
Amnesia  
Chest pain  
Intentional overdose  
5690469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690469 DIRECT N HO 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 150 MG  DAILY  ORAL  WYETH
Thinking abnormal  
5690577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690577 EXPEDITED (15-DAY) Y OT HQWYE491217NOV04 53 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysgeusia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY  
Pain VALPROATE SODIUM C  
Hyperkeratosis  
Necrosis  
Pharyngeal disorder  
Pruritus  
Stomatitis necrotising  
Toxic epidermal necrolysis  
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5690588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690588 EXPEDITED (15-DAY) N HO HQWYE461115NOV04 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR XR S ORAL DOSE DAILY, ORAL  
Hepatic enzyme increased DEPAKOTE S  
Pneumonia aspiration UNSPECIFIED INGREDIENT C  
Urinary tract infection UNSPECIFIED INGREDIENT C  
Cerebral disorder  
Electroencephalogram abnormal  
Gait disturbance  
Muscle disorder  
Neuroleptic malignant syndrome  
Oedema  
Psychotic disorder  
Weight decreased  
5690592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690592 EXPEDITED (15-DAY) N HQWYE473615NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S  
Activities of daily living impaired  
Drug withdrawal syndrome  
Loss of employment  
Suicidal ideation  
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5690608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690608 EXPEDITED (15-DAY) N OT HQWYE470915NOV04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  
Anger  
Cerebral disorder  
Crying  
Drug dependence  
Mood swings  
Paraesthesia  
Shock  
Suicidal ideation  
5690650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690650 EXPEDITED (15-DAY) Y HO,RI B0350505A 20 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity CHLORPROMAZINE S  
Oedema peripheral RISPERIDONE (RISPERIDONE) S  
Compartment syndrome VENLAFAXINE HYDROCHLORIDE S  
Cellulitis KEMADRIN S  
Sensory disturbance TEMAZEPAM S  
Tension ANTIBIOTICS C  
Blood creatine phosphokinase increased  
Skin graft  

Page: 850 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5690742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2004 5690742 EXPEDITED (15-DAY) HO HQWYE557919NOV04 62 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 75 MG 1X PER 1 DAY  
Serotonin syndrome BUPROPION HYDROCHLORIDE S 300 MG, 1X PER 1 DAY  
Transaminases increased SERTRALINE HYDROCHLORIDE S 50 MG 1X PER 1 DAY  
Faecal incontinence PIRACETAM (PIRACETAM) C  
Agitation  
Cerebral atrophy  
Clumsiness  
Confusional state  
Depressed level of consciousness  
Diarrhoea  
Electrocardiogram QT prolonged  
Gait disturbance  
Hallucinations, mixed  
Hyperhidrosis  
Insomnia  
Lethargy  
Myoclonus  
Urinary incontinence  

5690103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2004 5690103 EXPEDITED (15-DAY) Y OT GBWYE211718NOV04 36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mobility decreased EFFEXOR S ORAL 37.5MG ORAL 1 DAY
Headache HALF-INDERAL LA

(PROPRANOLOL
HYDROCHLORIDE)

C  

Aphasia  
Vomiting  
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5690633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2004 5690633 EXPEDITED (15-DAY) N OT HQWYE561219NOV04 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR XR S 300 MG  
Joint stiffness AMBIEN S 100 MG  
Musculoskeletal stiffness OXYCODONE AND

ACETAMINOPHEN
S 7.5/3.25 EVERY 4

HOURS THROUGHOUT
THE DAY

 

Dysarthria HYDROXYZINE S 25 MG IN THE
EVENING

 

Nightmare MAGNESIUM (MAGNESIUM) S 400 MG  
Feeling cold NEURONTIN S ONE IN AM, TWO IN

EVENING
 

Drug interaction PREMARIN S  
Gait disturbance TRAZODONE HYDROCHLORIDE S 100 MG IN THE

EVENING
 

Mobility decreased VITAMINS S  
Speech disorder  
Tenderness  
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5690644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2004 5690644 EXPEDITED (15-DAY) N HQWYE740903AUG04 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR S SEE IMAGE  
Mood swings DEPAKOTE S 500 MG  
Confusional state DEXEDRINE S SIX (5 MG) TABS

MORNING AND
AFTERNOON

 

Depression EFFEXOR S ORAL 100 MG 3 X PER 1
DAY, ORAL

 

Disease recurrence GEODON S SEE IMAGE  
Disturbance in attention KLONOPIN S 0.5 MG IN THE

AFTERNOON, 1 MG HS
 

Fatigue REMERON S SEE IMAGE  
Diarrhoea RITALIN S  
Middle insomnia ZOLOFT S 100 MG  
Agitation  
Alopecia  
Anhedonia  
Anxiety  
Crying  
Drug withdrawal syndrome  
Headache  
Hyperhidrosis  
Irritability  
Overdose  
Serotonin syndrome  
Social avoidant behaviour  
Suicidal ideation  

Page: 853 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5691550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2004 5691550 EXPEDITED (15-DAY) Y OT HQWYE638223NOV04 53 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis acute EFFEXOR XR S ORAL ORAL  
Hypothermia UNSPECIFIED INGREDIENT C  
Restlessness  
5691571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2004 5691571 EXPEDITED (15-DAY) Y OT GBWYE207417NOV04 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy VENLAFAXINE HYDROCHLORIDE S  
5698193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2004 5698193 NON-EXPEDITED Y HO 04P-163-0273168-00 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression DEPAKOTE S ORAL 500 MG, 2 IN 1 D, ORAL  
Intentional overdose RISPERIDONE S ORAL 2 MG, 1 IN 1 D, ORAL  
Eye movement disorder VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Fall BUPROPION HYDROCHLORIDE S ORAL ORAL  
Weight increased STRATTERA C  
Convulsion LEVOTHYROXINE SODIUM C  

QUETIAPINE C  

5685285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2004 5685285 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0521430A

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence WELLBUTRIN XL S ORAL  GLAXOSMITHKLINE
Sexual dysfunction VENLAFAXINE HYDROCHLORIDE S  
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5689860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2004 5689860 EXPEDITED (15-DAY) Y HO,OT NLWYE213118NOV04 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

SEE IMAGE
 

5690398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2004 5690398 DIRECT N 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 150 MG 1 X DAY ORAL  
Restless legs syndrome MIRAPEX C  
Insomnia  
5692060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2004 5692060 EXPEDITED (15-DAY) N OT 2004095236 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry eye NEURONTIN S 900 MG (300 MG, 3 IN 1

D)
 

Sinus disorder ZOLPIDEM TARTRATE S (10 MG)  
Crohn's disease ESTROGENS, CONJUGATED S (0.625 MG)  
Pain VENLAFAXINE HYDROCHLORIDE S (300 MG)  
General physical health deterioration OXYCODONE HYDROCHLORIDE

AND ACETAMINOPHEN
S (6 IN 1 D)  

Nightmare HYDROXYZINE
HYDROCHLORIDE

S (25 MG, 1 IN 1 D)  

Fibromyalgia TRAZODONE HYDROCHLORIDE S (100 MG, 1 IN 1D)  
Dysarthria MAGNESIUM (MAGNESIUM) S (400 MG)  
Feeling cold VITAMINS NOS S  
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5693680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2004 5693680 EXPEDITED (15-DAY) Y DS HQWYE622622NOV04 37 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY  
Condition aggravated  
8610200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2004 8610200 EXPEDITED (15-DAY) Y HO,OT GB-
JNJFOC-20041105840

20 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Compartment syndrome RISPERDAL S UNKNOWN  
Cellulitis CHLORPROMAZINE

HYDROCHLORIDE
S UNKNOWN  

Blood creatine phosphokinase increased PROCYCLIDINE S UNKNOWN  
Skin graft TEMAZEPAM S UNKNOWN  

VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
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5662258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2004 5662258 EXPEDITED (15-DAY) Y HO 235271K04USA 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse REBIF S SUBCUTANEOUS 44 MCG, 3 IN 1

WEEKS,
SUBCUTANEOUS; SEE
IMAGE

 

Dehydration EFFEXOR S SEE IMAGE  
Heart rate decreased HYDROCODONE C  
Adverse drug reaction  
Asthenia  
Blood creatine phosphokinase increased  
Cough  
Depression  
Feeling abnormal  
Hypoaesthesia  
Myalgia  
Nasopharyngitis  
Oropharyngeal pain  
Sinusitis  
Vomiting  
5692118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2004 5692118 EXPEDITED (15-DAY) Y HO,OT 440001E04USA 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine SEROSTIM S SUBCUTANEOUS SEE IMAGE  
Blood pressure diastolic increased VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Anxiety  
Asthenia  
Blood pressure increased  
Paraesthesia  
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5692558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2004 5692558 EXPEDITED (15-DAY) Y HO,DS GBWYE228924NOV04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lethargy EFFEXOR S  
Feeding disorder neonatal OLANZAPINE S  
Hypokinesia  
Maternal exposure during pregnancy  

4222034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2004 4222034 NON-EXPEDITED Y 200419700BWH 71 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erectile dysfunction LEVITRA S ORAL 20 MG, TOTAL DAILY,

ORAL
 

PAXIL S ORAL 20 MG, BID, ORAL 3 YR
EFFEXOR S ORAL 37.5 MG, BID, ORAL  
UNSPECIFIED INGREDIENT S  
ENALAPRIL C  
LORAZEPAM C  

5689254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2004 5689254 EXPEDITED (15-DAY) Y DE GBWYE191710NOV04 39 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Choking EFFEXOR S SEE IMAGE  
Circulatory collapse EFFEXOR XR S 150 MG  
Cardio-respiratory arrest DALMANE C  

RISPERDAL C  
CHLORPROMAZINE C  
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5689390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2004 5689390 EXPEDITED (15-DAY) Y OT GBWYE198312NOV04 26 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Child abuse EFFEXOR XR S 37.5 MG 2X PER 1 DAY  
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Parent-child problem EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,
ORAL

 

Aggression  
Treatment noncompliance  
5693104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2004 5693104 EXPEDITED (15-DAY) Y LT GBWYE231324NOV04 53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 TOT,

ORAL
1 DAY

Dysphagia DOTHIEPIN C  
LANSOPRAZOLE
(LANSOPRAZOLE)

C  

DIHYDROCODEINE
(DIHYDROCODEINE)

C  

BECLOMETHASONE
DIPROPIONATE
(BECLOMETASONE
DIPROPIONATE)

C  

SALBUTAMOL (SALBUTAMOL) C  
LACTULOSE C  
ACETAMINOPHEN C  
PROMAZINE HYDROCHLORIDE C  
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5704277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2004 5704277 NON-EXPEDITED N OT 357907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VALIUM S ORAL ORAL  
Insomnia EFFEXOR S ORAL ORAL  
Diarrhoea VICODIN C  
Nausea VASOTEC (ENALAPRILUM) C  
Hot flush CELEBREX C  
Muscle twitching TRAMADOL HYDROCHLORIDE C  

5694388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2004 5694388 EXPEDITED (15-DAY) OT DEWYE24393NOV04 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Convulsion  
Delirium  
Drug level increased  
5694392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2004 5694392 EXPEDITED (15-DAY) Y HO HQWYE676724NOV04 33 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mitral valve prolapse VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY  
Angina pectoris GERODORM (CINOLAZEPAM) C  

XANAX C  
5694432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2004 5694432 EXPEDITED (15-DAY) N HO,OT NLWYE245730NOV04 25 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 75 MG 1X PER 1 DAY  
Ileus paralytic CLOZAPINE S 50 MG 3X PER 1 DAY  

NOZINAN (LEVOMEPROMAZINE) C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5694643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2004 5694643 EXPEDITED (15-DAY) Y LT DSA_25441_2004 48 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt ATIVAN S ORAL DF ONCE PO  
Intentional overdose FLUNITRAZEPAM S ORAL 80 TAB ONCE PO  
Irritability ATIVAN S ORAL 3 MG Q DAY PO  
Mean cell haemoglobin concentration decreased FLUNITRAZEPAM S 4 MG Q DAY  

EFFEXOR XR S ORAL 75 MG TID PO  
EFFEXOR XR S ORAL 75 MG BID PO  
EFFEXOR XR S ORAL 75 MG Q DAY PO  
EFFEXOR XR S ORAL 75 MG TID PO  
INDERAL C  
MAGNESIUM OXIDE C  
RIVOTRIL C  

5694797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2004 5694797 EXPEDITED (15-DAY) Y OT GRWYE228524NOV04 50 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY  
Diplopia ZYPREXA S ORAL 10 MG 1X PER 1 DAY  

5658957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2004 5658957 EXPEDITED (15-DAY) Y HO,OT GBWYE117918OCT04 54 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Neuroleptic malignant syndrome OLANZAPINE (OLANZAPINE) S ORAL 10 MG 1X PWER 1 DAY
ORAL
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Detailed Report
5693501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2004 5693501 EXPEDITED (15-DAY) Y HO,OT FRWYE227123NOV04 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 50 MG 3X PER 1 DAY

ORAL
 

Confusional state LITHIUM CARBONATE S ORAL SEE IMAGE  
Tremor IMOVANE (ZOPICLONE) C  
Systolic hypertension LEVOTHYROXINE SODIUM C  
Akinesia  
Antipsychotic drug level above therapeutic  
Electrocardiogram repolarisation abnormality  
Myoclonus  
Tachycardia  
Vertigo  
5694400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2004 5694400 EXPEDITED (15-DAY) Y HO GBWYE247601DEC04 24 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S 600MG  
Somnolence ACAMPROSATE CALCIUM S 7900MG  
Metabolic acidosis CLOZARIL S SIX TIMES 450MG  

LAMOTRIGINE (LAMOTRIGINE) S 1200MG  
METFORMIN S 800MG  
SULPIRIDE S 6400MG  
ZOPICLONE S 60MG  
ATENOLOL (ATENOLOL) C  
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Detailed Report
5694440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2004 5694440 EXPEDITED (15-DAY) Y DS GBWYE250001DEC04 27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR S ORAL ORAL 2 DAY
Abasia CITALOPRAM C  
Speech disorder  
Tremor  
5694530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2004 5694530 DIRECT N HO,LT,OT 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY ORAL  WYETH
Dizziness ACCUTANE C  
Disorientation ORTHO TRI CYCLEN C  
Depression  
Libido decreased  
Medication error  
Memory impairment  
Suicidal ideation  
5694561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2004 5694561 DIRECT N HO,LT,RI 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation PAXIL S 1  
Suicide attempt EFFEXOR S 1  
Intentional overdose  
Loss of consciousness  
5695530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2004 5695530 EXPEDITED (15-DAY) N DE HQWYE644223NOV04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
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Detailed Report
5695530
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
Overdose DURAGESIC S  
Pain in extremity NEURONTIN S  
Neck pain ATENOLOL C  
Arthralgia LORAZEPAM C  
Muscle spasms FLEXERIL C  
Insomnia BEXTRA C  
Post procedural infection TEMAZEPAM C  
Headache TOPAMAX C  
Precancerous cells present AMBIEN C  
Smear cervix abnormal WELLBUTRIN XL (BUPROPION

HYDROCHLORIDE)
C  

Blood urine present DIAZEPAM C  
Fall OXYCONTIN C  
Asthenia CLONAZEPAM C  
Dizziness MORPHINE C  
Apnoea  
Arthropathy  
Aspiration  
Cardio-respiratory arrest  
Chills  
Coma  
Gastric perforation  
Haematemesis  
Hypotension  
Injury  
Intentional overdose  
Intervertebral disc disorder  
Lividity  
Medication error  
Peripheral coldness  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5695530
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petechiae  
Product quality issue  
Pulmonary congestion  
Pulse absent  
Rash  
Toxicity to various agents  
Ulnar nerve palsy  
5699160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2004 5699160 DIRECT Y LT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia EFFEXOR XR S ORAL ONCE DAILY PO  
Feeling abnormal SERZONE C  

4139849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2004 4139849 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE566222APR04 56 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Anxiety ALPRAZOLAM (ALPRAZOLAM) C  
Hyperventilation ZYPREXA C  
Hypophosphataemia NILSTAT (NYSTATIN) C  
Circulatory collapse ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Mental disorder ENOXAPARIN SODIUM C  
LEVOTHYROXINE SODIUM C  
OMEPRAZOLE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5693462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2004 5693462 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abasia EFFEXOR XR S ORAL 1 CAPSULE  EVERY

DAY ORAL
 WYETH AYERST

Arthralgia  
Bedridden  
Drug withdrawal syndrome  
Feeling abnormal  
5695297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2004 5695297 EXPEDITED (15-DAY) Y HO NLWYE255103DEC04 32 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 75 MG 60X PER 1 TOT

ORAL
1 DAY

Depressed level of consciousness  
Suicide attempt  
5696223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2004 5696223 EXPEDITED (15-DAY) Y OT HQWYE714601DEC04 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypernatraemia EFFEXOR XR S ORAL ORAL  
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Detailed Report
5696279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2004 5696279 EXPEDITED (15-DAY) OT HQWYE695529NOV04 55 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL; 75 MG 1X PER 1
DAY ORAL

 

Fall CLONAZEPAM C  
Drug withdrawal syndrome LOSEC (OMEPRAZOLE) C  
Metastasis  
Neoplasm malignant  

5692305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2004 5692305 DIRECT N Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1 DAILY  ORAL  WYETH
Agoraphobia  
Apathy  
Arthralgia  
Asthenia  
Benign prostatic hyperplasia  
Feeling abnormal  
Headache  
Hypersensitivity  
Insomnia  
Lethargy  
Loss of libido  
Mood swings  
Paraesthesia  
Social avoidant behaviour  
Somnolence  
Tinnitus  
Weight increased  
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Detailed Report
5693131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2004 5693131 DIRECT N DS 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL 150MG  ONCE DAILY

ORAL
 WYETH

Balance disorder  
Drug withdrawal syndrome  
Headache  
Hyperhidrosis  
Hypersomnia  
Impaired work ability  
Narcolepsy  
Nausea  
Tremor  
Yawning  
5698262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2004 5698262 EXPEDITED (15-DAY) Y OT NLWYE170203NOV04 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatomegaly EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5676692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2004 5676692 EXPEDITED (15-DAY) Y OT HQWYE028925OCT04 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Blood pressure increased COZAAR S 50 MG 1X PER 1 DAY  
Heart rate increased HYZAAR S 50 MG/12.5MG DAILY  
Drug interaction POTASSIUM CATION S  
Anxiety  
Feeling abnormal  
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Detailed Report
5695180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2004 5695180 DIRECT N HO,OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ONCE DAILY   ORAL  
Abnormal dreams  
Hypertension  
Mood swings  
Night sweats  
Photosensitivity reaction  
Somnolence  
5695301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2004 5695301 EXPEDITED (15-DAY) Y OT PTWYE258405DEC04 22 YR Male PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
4 DAY

Cold sweat ALPRAZOLAM (ALPRAZOLAM) C  
Blindness transient  
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Detailed Report
5695366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2004 5695366 DIRECT Y HO,DS 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ejaculation disorder EFFEXOR XR S ORAL 300 MG  QD  ORAL  WYETH
Constipation TRAZODONE HYDROCHLORIDE S ORAL 100 MG QD ORAL  
Hypomania ALTACE C  
Abnormal behaviour  
Abnormal dreams  
Bipolar I disorder  
Decreased appetite  
Drug withdrawal syndrome  
Hallucination, visual  
Impaired work ability  
Irritability  
Logorrhoea  
Mood altered  
5696120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2004 5696120 EXPEDITED (15-DAY) Y HO SEWYE255903DEC04 30 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR S ORAL SEE IMAGE 4 YR
Blood pressure increased  
Caesarean section  
Maternal exposure during pregnancy  
Premature baby  
Sinus tachycardia  
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Detailed Report
5696335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2004 5696335 EXPEDITED (15-DAY) N DS HQWYE717801DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S SEE IMAGE  
Abdominal discomfort  
Drug dependence  
Drug withdrawal syndrome  
Nightmare  
5698220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2004 5698220 EXPEDITED (15-DAY) Y OT GBWYE124519OCT04 40 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic fatigue syndrome EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
7 DAY

Serotonin syndrome CITALOPRAM HYDROBROMIDE S ORAL 20 MG 1X PER 1 DAY
ORAL

40 DAY

Drug withdrawal syndrome  
Family stress  
Headache  
Hyperhidrosis  
Myoclonus  
Pruritus  
Suicidal ideation  
Tinnitus  
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Detailed Report
5769685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2004 5769685 EXPEDITED (15-DAY) Y DE HQWYE160028OCT04 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL SEE IMAGE  
Abnormal behaviour ALCOHOL (ETHANOL) S  
Drug level increased LANTUS C  
Somnolence GLYNASE C  
Depressed mood XANAX C  
Blood alcohol increased  
Chest injury  
Comminuted fracture  
Contusion  
Dislocation of vertebra  
Head injury  
Hepatic rupture  
Laceration  
Limb traumatic amputation  
Lower limb fracture  
Renal disorder  
Rib fracture  
Spinal fracture  
Splenic rupture  
Traumatic lung injury  
Upper limb fracture  
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4173231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2004 4173231 EXPEDITED (15-DAY) Y HO DEWYE884707JUL04 42 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone marrow failure VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Small for dates baby EISEN-II-SULFAT (FERROUS

SULFATE)
C  

Exposure during breast feeding MAGNESIUM (MAGNESIUM) C  
Neonatal disorder FOLIC ACID C  
Anaemia neonatal PARTUSISTEN (FENOTEROL

HYDROBROMIDE)
C  

Maternal exposure during pregnancy  
Pallor  
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Detailed Report
5655130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2004 5655130 EXPEDITED (15-DAY) HO PHBS2004ES14238 50 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome LUDIOMIL S UNKNOWN 150 mg/d  NOVARTIS
Muscle rigidity VENLAFAXINE HYDROCHLORIDE S UNKNOWN 300 mg/d  
Psychomotor hyperactivity REBOXETINE MESYLATE S UNKNOWN 8 mg/d  
Tremor VITAMIN B COMPLEX C UNKNOWN  
Hyperhidrosis ADEMETIONINE C INTRAMUSCULAR  
Blood creatine phosphokinase increased  
Blood pressure diastolic increased  
Body temperature increased  
Cardiac disorder  
Confusional state  
Drug interaction  
Hyperreflexia  
Leukocytosis  
Mutism  
Negativism  
Neutrophilia  
Respiratory disorder  
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Detailed Report
5693539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2004 5693539 DIRECT N HO,DS 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation PAXIL S 1 PER DAY  
Anger EFFEXOR S 1 PER DAY  
Activities of daily living impaired  
Amnesia  
Anxiety  
Decreased appetite  
Impaired work ability  
Medication error  
Mental disorder  
Paranoia  
Personality change  
Social problem  
Thinking abnormal  
Tremor  
5695546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2004 5695546 EXPEDITED (15-DAY) N OT M2004-1813 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome METOCLOPRAMIDE S INTRAVENOUS 10MG (2 DOSE) IV  

VENLAFAXINE HYDROCHLORIDE S 150MG O.M. & 75MG
O.N

 

ACETAMINOPHEN C  
INDOMETHACIN C  
MORPHINE C  
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Detailed Report
5698919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2004 5698919 EXPEDITED (15-DAY) Y DE 2004235932US 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide NITRODISC S  
Intentional overdose VENLAFAXINE S  

ALCOHOL S  
5700973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2004 5700973 EXPEDITED (15-DAY) Y HO B0358110A 62 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome WELLBUTRIN S 3 WEEK
Condition aggravated SERTRALINE HYDROCHLORIDE S 3 WEEK
Hallucination, auditory PIRACETAM S  
Hallucination, visual VENLAFAXINE HYDROCHLORIDE S  
Insomnia FLUOXETINE C  
Autonomic nervous system imbalance  
Cerebral atrophy  
Coordination abnormal  
Depressed level of consciousness  
Diarrhoea  
Electrocardiogram QT prolonged  
Electrocardiogram repolarisation abnormality  
Faecal incontinence  
Fall  
Mental status changes  
Myoclonus  
Urinary incontinence  
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Detailed Report
5695721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5695721 DIRECT N DS,OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG  ONCE DAILY

ORAL
 

Muscle spasms ORTHO TRI CYCLEN C  
Irritability NUVARING C  
Impaired work ability LORAZEPAM C  
Activities of daily living impaired  
Emotional distress  
Paraesthesia  
5695725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5695725 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 225 MG TO 150 MG TO

112 MG TO 75 MG TO
37.5 MG

 WYETH

Crying  
Depression  
Photophobia  
Photopsia  
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Detailed Report
5695823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5695823 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S ORAL 1 CAPSULE DAILY

ORAL
 

Feeling jittery  
Hyperhidrosis  
Paraesthesia  
Paranoia  
Tremor  
Vision blurred  
5695839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5695839 DIRECT N DS,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Restlessness EFFEXOR XR S ORAL 150MG   ONCE A DAY

ORAL
 WYETH AYERST

Agitation  
Anxiety  
Chills  
Condition aggravated  
Drug withdrawal syndrome  
Hostility  
Irritability  
Muscle spasms  
Tinnitus  
5698507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5698507 EXPEDITED (15-DAY) N DE,OT 2004102854 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Device failure GABAPENTIN (GABAPENTIN) S  
Respiratory arrest VALDECOXIB S  
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Detailed Report
5698507
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural infection ATENOLOL S  
Headache FENTANYL (FENTANYL) S TRANSDERMAL 1800 MCG (75 MCG, 24

IN 1 D),
TRANSDERMAL

 

Precancerous cells present VENLAFAXINE S  
Smear cervix abnormal CYCLOBENZAPRINE S  
Dizziness DIAZEPAM (DIAZEPAM) C  
Ulnar nerve palsy OXYCODONE HYDROCHLORIDE C  
Pain in extremity TEMAZEPAM C  
Rash MORPHINE C  
Petechiae ZOLPIDEM TARTRATE C  
Coma VITAMIN B-COMPLEX (VITAMIN B-

COMPLEX)
C  

Pulse absent PSEUDOEPHEDRINE
(PSEUDOEPHEDRINE)

C  

Blood pressure immeasurable TOPIRAMATE C  
Overdose BUPROPION (BUPROPION) C  
Gastric perforation CLONAZEPAM C  
Aspiration  
Blood urine present  
Cell death  
Chills  
Completed suicide  
Epistaxis  
Haematemesis  
Hepatic congestion  
Insomnia  
Lividity  
Medication error  
Monoplegia  
Muscle spasms  
Peripheral coldness  
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5698507
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Product quality issue  
Pulmonary congestion  
Toxicity to various agents  
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Detailed Report
5699051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5699051 EXPEDITED (15-DAY) N HO,OT HQWYE191501NOV04 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated LORTAB C  
Abnormal behaviour  
Aggression  
Amnesia  
Anger  
Communication disorder  
Confusional state  
Crying  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Fatigue  
Feeling abnormal  
Flat affect  
Homicidal ideation  
Impaired self-care  
Impaired work ability  
Judgement impaired  
Loss of libido  
Malaise  
Mental status changes  
Personality change  
Self injurious behaviour  
Social avoidant behaviour  
Suicide attempt  
Treatment noncompliance  
Vomiting  
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Detailed Report
5699155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5699155 EXPEDITED (15-DAY) N OT HQWYE697429NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR S  
Drug dependence  
Drug withdrawal syndrome  
Feeling abnormal  
5699190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5699190 EXPEDITED (15-DAY) Y OT GBWYE268909DEC04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Microcephaly EFFEXOR S ORAL UP TO 225MG DAILY

ORAL
782 DAY

Cardiac septal defect  
Congenital central nervous system anomaly  
Maternal exposure during pregnancy  
5699227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5699227 EXPEDITED (15-DAY) Y HO,OT HQWYE761706DEC04 72 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR S ORAL SEE IMAGE 4 DAY
Urticaria ASASANTIN (ACETYLSALICYLIC

ACID/DIPYRIDAMOLE)
C  
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Detailed Report
5699632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5699632 EXPEDITED (15-DAY) N HO HQWYE749503DEC04 68 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S 300 MG 1X PER 1 DAY  
Major depression VALPROMIDE S 1200 MG 1X PER 1

DAY
 

Anhedonia  
Anticonvulsant drug level decreased  
Anxiety  
Depressed mood  
Disturbance in attention  
Hypersomnia  
Initial insomnia  
Mental impairment  
Sleep disorder  
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5700823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 5700823 EXPEDITED (15-DAY) Y HO 2004102906 62 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome SERTRALINE S 50 MG  
Drug interaction BUPROPION S 300 MG  
Depressed level of consciousness VENLAFAXINE S 75 MG  
Depression PIRACETAM (PIRACETAM) C  
Alanine aminotransferase increased  
Amnesia  
Aspartate aminotransferase increased  
Autonomic nervous system imbalance  
Balance disorder  
Cerebral atrophy  
Condition aggravated  
Coordination abnormal  
Diarrhoea  
Electrocardiogram QT prolonged  
Faecal incontinence  
Fall  
Hallucinations, mixed  
Hyperreflexia  
Insomnia  
Myoclonus  
Pyrexia  
Urinary incontinence  
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7009788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2004 7009788 DIRECT N OT 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disorientation EFFEXOR XR S ORAL 150MG   DAILY   ORAL  WYETH
Abnormal dreams GABITRIL C  
Cerebral disorder  
Depression  
Drug dose omission  
Irritability  
Photopsia  

5700092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2004 5700092 EXPEDITED (15-DAY) Y HO,OT SEWYE262407DEC04 40 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Alcohol use  
Overdose  
Suicide attempt  
5700853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2004 5700853 EXPEDITED (15-DAY) N OT HQWYE749003DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction EFFEXOR S  
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5703299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2004 5703299 DIRECT N DS,LT 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S 75 MG, DAILY, MOUTH  
Cardiomyopathy  
Drug withdrawal syndrome  
Heart rate increased  
Ventricular hypertrophy  
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5703942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2004 5703942 EXPEDITED (15-DAY) Y HO,LT 2004AC00933 53 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt QUETIAPINE S ORAL 25 MG DAILY PO  
Coma VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG DAILY PO  
Respiratory depression ALCOHOL S  
Alcoholism  
Alcohol withdrawal syndrome  
Amnesia  
Blood pressure fluctuation  
Drug ineffective  
Drug tolerance decreased  
Drug withdrawal syndrome  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Generalised tonic-clonic seizure  
Hyperthermia  
Intracranial pressure increased  
Leukocytosis  
Neuroleptic malignant syndrome  
Overdose  
Pneumonia aspiration  
Serotonin syndrome  
Treatment noncompliance  
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4071689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 4071689 NON-EXPEDITED Y DE HQWYE156523JUL03 10 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased DIPHENHYDRAMINE

HYDROCHLORIDE
C  

Abdominal pain upper  
4071695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 4071695 NON-EXPEDITED Y HO HQWYE568408SEP03 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  
Mood swings ACETAMINOPHEN\ALCOHOL

\DEXTROMETHORPHAN
HYDRIODIDE\DOXYLAMINE
SUCCINATE\EPHEDRINE
SULFATE

S "TOOK 1/3 OF
BOTTLE"  (OVERDOSE
AMOUNT)

 

Depression TYLENOL S "OVERDOSE - TOOK
30 EXTRA STRENGTH"

 

Drug withdrawal syndrome WELLBUTRIN C  
Blood pressure increased  
Condition aggravated  
Dizziness  
Feeling abnormal  
Intentional self-injury  
Nausea  
Tremor  
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Detailed Report
4071871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 4071871 NON-EXPEDITED Y OT HQWYE419929AUG03 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL "CURRENTLY ON 225

MG (FREQUENCY
UNKNOWN)", ORAL

 

Depression LAMICTAL C  
Condition aggravated STRATTERA C  
4071882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 4071882 NON-EXPEDITED Y HO,OT HQWYE440102SEP03 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic failure EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

4072183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 4072183 NON-EXPEDITED Y DS HQWYE963302OCT03 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Sexual dysfunction EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Paraesthesia SYNTHROID C  
Nausea KLONOPIN C  
Vertigo VICODIN C  
Diarrhoea CELEBREX C  
Hyperhidrosis UNSPECIFIED INGREDIENT C  
Cold sweat  
Insomnia  
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Detailed Report
4072187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 4072187 NON-EXPEDITED Y OT HQWYE988903OCT03 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR XR S ORAL SEE IMAGE  

TRAZODONE HYDROCHLORIDE C  
KLONOPIN C  
PHENTERMINE C  

4074720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 4074720 NON-EXPEDITED Y OT HQWYE879523APR03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
5696440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5696440 EXPEDITED (15-DAY) N OT PHFR2004GB04498 23 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus CARBAMAZEPINE S ORAL 600mg/day  NOVARTIS
Asthenia VENLAFAXINE HYDROCHLORIDE S ORAL 150/75mg  
Fall  
Tremor  
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Detailed Report
5696592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5696592 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0360095A

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lung disorder FOSAMPRENAVIR CALCIUM S ORAL 700MG Twice per day  GLAXOSMITHKLINE
Cough NORVIR S ORAL 12 DAY
Pyrexia KALETRA S ORAL  
Heart rate increased FUZEON S SUBCUTANEOUS 80MG Twice per day  
Respiratory rate increased BACTRIM S ORAL  GLAXOSMITHKLINE
Rales EFFEXOR S ORAL  
C-reactive protein increased  
Neutrophil count increased  
White blood cell count increased  
5696593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5696593 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0360262A

84 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state DEROXAT S ORAL 20MG Per day 5 DAY GLAXOSMITHKLINE
Somnolence PRACTAZIN S ORAL 1UNIT Per day  
General physical health deterioration EFFEXOR S ORAL 37.5MG Per day 3 DAY
Malaise URBANYL S ORAL 1UNIT Twice per day 3 DAY
Disorientation FOSAMAX C ORAL 1UNIT Weekly 19 MTH
Sinus bradycardia SKENAN C ORAL 20MG Per day 23 DAY GLAXOSMITHKLINE
Cardiomegaly GINKOR FORT C ORAL 2UNIT per day  
Hyponatraemia INEXIUM C ORAL 1UNIT per day  
Blood osmolarity decreased FORLAX C 1UNIT per day  
Ketosis SPAGULAX C 2UNIT per day  
Drug interaction FRAGMIN C 1UNIT per day  

SELOKEN C 1UNIT per day  
CACIT D3 C 1UNIT per day  
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Detailed Report
5703533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703533 EXPEDITED (15-DAY) Y HO,OT PTWYE273810DEC04 Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extrapyramidal disorder VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY 1 DAY
Hyperhidrosis ALPRAZOLAM (ALPRAZOLAM) C  
Anxiety  
Balance disorder  
Headache  
Panic disorder  
Tachyarrhythmia  
5703624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703624 EXPEDITED (15-DAY) Y HO DEWYE271009DEC04 54 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY

ORAL
2 YR

Laceration GLYBURIDE C  
Retrograde amnesia KLIMONORM (ESTRADIOL

VALERATE/LEVONORGESTREL)
C  

Blood glucose increased  
Circulatory collapse  
Fall  
Head injury  
Loss of consciousness  
Tongue biting  
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Detailed Report
5703739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703739 NON-EXPEDITED Y OT HQWYE189219NOV03 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Labile hypertension EFFEXOR XR S ORAL SEE IMAGE  
Hyperhidrosis BEXTRA C  
Ventricular extrasystoles UNSPECIFIED INGREDIENT C  
Anxiety  
Chest pain  
Condition aggravated  
Palpitations  
Tachycardia  
5703764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703764 NON-EXPEDITED Y OT HQWYE214309JAN04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
5703769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703769 NON-EXPEDITED Y DS,OT HQWYE217120FEB04 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Nervousness DEPAKOTE C  
Feeling cold CANNABIS SATIVA SUBSP.

INDICA TOP
C  
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Detailed Report
5703772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703772 NON-EXPEDITED N OT HQWYE222409JAN04 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Face oedema EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

Influenza  
Oedema peripheral  
Urticaria  
5703775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703775 NON-EXPEDITED Y LT HQWYE226220NOV03 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MX 1X PER 1 DAY,

ORAL
 

5703781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703781 NON-EXPEDITED Y OT HQWYE231903JUN04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 75 MG 1X PER 1 DAY  

TRILEPTAL C  
5703785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703785 NON-EXPEDITED Y HO,OT HQWYE233324NOV03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 112.5 MG

(FREQUENCY
UNKNOWN), ORAL
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Detailed Report
5703806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703806 NON-EXPEDITED N OT HQWYE234824NOV03 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased  
Cold sweat  
Disturbance in attention  
Restlessness  
Sexual dysfunction  
Tinnitus  
Weight decreased  
5703864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703864 NON-EXPEDITED N HO HQWYE943908JUL04 80 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome WELCHOL C  
Fatigue ZETIA (EZETIMIBE) C  

ATENOLOL (ATENOLOL) C  
CELEBREX C  
ASA (ACETYLSALICYLIC ACID) C  
OMEGA 3 (FISH OIL) C  
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5703870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703870 NON-EXPEDITED N OT HQWYE965509SEP04 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Agitation  
Anxiety  
Impulse-control disorder  
Insomnia  
Nightmare  
Vitreous floaters  
Weight increased  
5703900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703900 NON-EXPEDITED Y LT,OT HQWYE985212JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL ORAL  
5703903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703903 NON-EXPEDITED Y OT HQWYE987313SEP04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5703910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703910 NON-EXPEDITED Y OT HQWYE245024NOV03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL "75 MG" FREQUENCY

UNKNOWN, ORAL
 

LEXAPRO C  
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Detailed Report
5703917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703917 NON-EXPEDITED N LT,OT HQWYE250830MAR04 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5703920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703920 NON-EXPEDITED Y OT HQWYE258213JAN04 62 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

ZOCOR C  
5703938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703938 NON-EXPEDITED Y OT HQWYE258904JUN04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Epinephrine increased VIAGRA C  
Norepinephrine increased  
5703944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703944 NON-EXPEDITED Y OT HQWYE261725NOV03 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR XR S ORAL SEE IMAGE  
Ecchymosis NORVASC C  
Myalgia CALCIUM C  
Myositis GLUCOSAMINE (GLUCOSAMINE) C  

WELLBUTRIN C  
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Detailed Report
5703949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703949 NON-EXPEDITED Y OT HQWYE281213JAN04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL ORAL  
5703963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703963 NON-EXPEDITED N OT HQWYE288616AUG04 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug effect decreased EFFEXOR S ORAL 37.5 MG - INTIAL
FREQUENCY
UNKNOWN, BUT THEN
BEGAN TAKING THEM
TWICE A DAY, ORAL

 

5703977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703977 NON-EXPEDITED Y DE HQWYE288831MAR04 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

PERCOCET C  
BEXTRA C  
DIOVAN HCT C  
TOPROL XL C  
PRILOSEC C  
PREMARIN C  
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Detailed Report
5703984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703984 NON-EXPEDITED N OT HQWYE301026NOV03 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden hearing loss EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

MAXAIR C  
ALBUTEROL (SALBUTAMOL) C  

5703993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5703993 NON-EXPEDITED Y OT HQWYE305416AUG04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S  
5704115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5704115 EXPEDITED (15-DAY) N OT HQWYE856708DEC04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia oral VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Agitation  
Condition aggravated  
Drug dependence  
Drug withdrawal syndrome  
Feeling abnormal  
Paraesthesia  
Suicidal ideation  
Treatment noncompliance  
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Detailed Report
5706179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706179 NON-EXPEDITED N OT HQWYE399123JUL04 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Weight decreased EFFEXOR XR S ORAL 150 MG 3X PER 1 DAY,
ORAL

 

Decreased appetite EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

Balance disorder  
Contusion  
Dizziness  
Exophthalmos  
Headache  
Influenza like illness  
Weight increased  
Wound infection  
5706184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706184 NON-EXPEDITED Y HO,OT HQWYE400809JUN04 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL TITRATED UP TO 337.5

MG DAILY, ORAL
 

OLANZAPINE C  
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Detailed Report
5706190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706190 NON-EXPEDITED Y DS HQWYE408809APR04 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Hepatic enzyme increased ALCOHOL (ETHANOL) S ORAL ORAL  
Thinking abnormal ALCOHOL (ETHANOL) S ORAL 4 GLASSES OF WINE,

ORAL
 

TRAZODONE HYDROCHLORIDE C  
5706201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706201 NON-EXPEDITED N OT HQWYE409728SEP04 80 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swollen tongue EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Swelling face VITAMINS C  
Mouth ulceration DIOVAN C  
Tongue ulceration LIPITOR C  

EVISTA C  
LANOXIN C  
PREVACID C  

5706205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706205 NON-EXPEDITED Y HO HQWYE412022OCT03 8 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

RITALIN SR C  
CEFDINIR C  
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5706206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706206 NON-EXPEDITED Y OT HQWYE416209APR04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL ORAL  
Maternal exposure during pregnancy  
5706209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706209 NON-EXPEDITED Y OT HQWYE418412APR04 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic enzyme increased EFFEXOR XR S ORAL ORAL  
Pyrexia ALCOHOL (ETHANOL) S ORAL ORAL  
Liver disorder  
5706212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706212 NON-EXPEDITED Y LT,OT HQWYE420016JAN04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular tachycardia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
1 MTH

Tachycardia EFFEXOR XR S ORAL ORAL  
5706214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706214 NON-EXPEDITED Y OT HQWYE427516JAN04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL ORAL  

EFFEXOR XR S ORAL ORAL  
EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
5 WEEK

EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY,
ORAL

5 DAY

EFFEXOR XR S ORAL ORAL 1 WEEK
EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
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5706216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706216 NON-EXPEDITED Y OT HQWYE431826JUL04 78 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 150 MG 1X PER 1 DAY  
Hallucination TRAZODONE HYDROCHLORIDE S 1 DOSE 1X PER 1 TOT  
Insomnia NIFEDIPINE C  
Paraesthesia GUAIPHENESIN (GUAIFENESIN) C  
Hypersomnia LOSARTAN POTASSIUM C  
Feeling abnormal  
Unevaluable event  
5706265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706265 NON-EXPEDITED Y HO HQWYE440214JUN04 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Platelet count decreased EFFEXOR XR S ORAL ORAL  
Ecchymosis ALPRAZOLAM (ALPRAZOLAM) C  
Feeling abnormal  
Skin striae  
5706275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706275 NON-EXPEDITED Y HO,LT,OT HQWYE440913APR04 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE, ORAL  
Suicide attempt ZYPREXA C  
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5706282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706282 NON-EXPEDITED Y OT HQWYE442213APR04 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 - 75  MG 1X PER 1

DAY, ORAL
 

Insomnia DILANTIN C  
Anxiety  
Chills  
Decreased appetite  
Feeling abnormal  
Speech disorder  
5706312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706312 NON-EXPEDITED N OT HQWYE452205DEC03 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rectal haemorrhage EFFEXOR XR S ORAL SEE IMAGE  
Diarrhoea  
5706350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706350 NON-EXPEDITED Y HO,OT HQWYE453020AUG04 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S ORAL ORAL 3 DAY
5706354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706354 NON-EXPEDITED N HO HQWYE454023OCT03 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Cholecystitis TRAZODONE (TRAZODONE) C  
Stool analysis abnormal SEROQUEL C  
Constipation  
Haematochezia  
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5706357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706357 NON-EXPEDITED Y HO,OT HQWYE475416JUN04 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Asthenia TOPRAL (SULTOPRIDE) C  
Vomiting ATENOLOL (ATENOLOL) C  

HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

5706361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706361 NON-EXPEDITED Y DS HQWYE477523AUG04 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Torticollis EFFEXOR XR S ORAL 75 MG CAPSULES, 2 IN

THE AM AND 1 AT HS,
ORAL

 

VIIth nerve paralysis ZYPREXA C  
Akathisia  
Dystonia  
5706362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706362 NON-EXPEDITED Y OT HQWYE482323AUG04 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

5706383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706383 NON-EXPEDITED Y HO,OT HQWYE482916APR04 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
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5706386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706386 NON-EXPEDITED N HO HQWYE731806MAY04 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Palpitations PERCOCET C  
Abdominal discomfort  
Drug withdrawal syndrome  
Nausea  
Unevaluable event  
5706387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706387 NON-EXPEDITED Y DS HQWYE496809DEC03 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Trismus EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Chills VIAGRA C  
Erectile dysfunction WELLBUTRIN SR C  
5706395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706395 NON-EXPEDITED Y LT,OT HQWYE500317JUN04 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

PLAVIX C  
ATENOLOL (ATENOLOL) C  
ASA (ACETYLSALICYLIC ACID) C  
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5706403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706403 NON-EXPEDITED N OT HQWYE503821JAN04 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Hallucination, auditory MINOCIN C  
Hostility PEPCID C  
Accidental overdose  
Anger  
Communication disorder  
Depression  
Medication error  
5706404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706404 NON-EXPEDITED Y OT HQWYE746818DEC03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Glaucoma EFFEXOR XR S ORAL ORAL  
5706405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706405 NON-EXPEDITED N DE HQWYE748303AUG04 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
5706406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706406 NON-EXPEDITED N OT HQWYE514524OCT03 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy  
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5706408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706408 NON-EXPEDITED N LT,OT HQWYE749411MAR04 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR XR S ORAL 37.5 MG, ORAL  
Headache  
Hypertension  
Nausea  
5706409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706409 NON-EXPEDITED N OT HQWYE517519APR04 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Anger  
5706414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706414 NON-EXPEDITED N HO HQWYE529722JAN04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
Accidental exposure to product  
Hallucination  
Pyrexia  
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5706417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706417 NON-EXPEDITED Y OT HQWYE532111DEC03 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis fulminant EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Malaise CHONDROITIN SULFATE
(BOVINE)

S  

GLUCOSAMINE S  
LINSEED OIL S  
MSM
(METHYLSULFONYLMETHANE,
TABLET)

S ORAL ORAL  

OMEGA-3 FATTY ACIDS S  
UNSPECIFIED INGREDIENT S  
LEXAPRO C  

5706419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706419 NON-EXPEDITED Y OT HQWYE534720APR04 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL
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5706421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706421 NON-EXPEDITED N OT HQWYE538011DEC03 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Feeling abnormal DEPAKOTE C  
LITHIUM (LITHIUM) C  
TRAZODONE (TRAZODONE) C  
CONCERTA
(METHYLPHENIDATE)

C  

ORTHO TRI CYCLEN C  
5706424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706424 NON-EXPEDITED Y OT HQWYE549623JAN04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
5706433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706433 NON-EXPEDITED Y DE HQWYE308325FEB04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL ORAL  
Sedation  
5706434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706434 NON-EXPEDITED Y DE HQWYE336927SEP04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG ORAL; SEE

IMAGE
 

ZYPREXA C  
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Detailed Report
5706436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706436 NON-EXPEDITED Y HO,OT HQWYE347208JUN04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intestinal obstruction EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Dizziness  
Drug withdrawal syndrome  
Paraesthesia  
5706458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706458 NON-EXPEDITED N OT HQWYE752530JAN04 69 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Confusional state ARICEPT C  
Agitation LEXAPRO C  

ALPRAZOLAM (ALPRAZOLAM) C  
HUMALOG C  
LANTUS C  

5706460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706460 NON-EXPEDITED Y HO HQWYE762811MAR04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR XR S ORAL ORAL  
Urinary retention  
5706461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706461 NON-EXPEDITED Y DE HQWYE796603FEB04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
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5706462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706462 NON-EXPEDITED Y OT HQWYE797012MAR04 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

MICARDIS C  
PROVENTIL (SALBUTAMOL
SULFATE)

C  

NEXIUM (ESOMEPRAZOLE) C  
SINGULAIR C  
METAXALONE C  

5706463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706463 NON-EXPEDITED N OT HQWYE797303FEB04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 75 MG, ORAL  
5706465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706465 NON-EXPEDITED Y HO,LT HQWYE803706NOV03 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL ORAL  
5706467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706467 NON-EXPEDITED Y OT HQWYE614929JUL04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR XR S  

TOPAMAX C  
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5706469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706469 NON-EXPEDITED Y HO HQWYE615227APR04 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

XANAX C  
LAMICTAL C  
NEXIUM (ESOMPRAZOLE) C  
VALIUM C  
ORAP C  

5706470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706470 NON-EXPEDITED N OT HQWYE623715DEC03 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 -150MG 1X PER 1

DAY, ORAL
 

Drug ineffective ARMOUR THYROID S 60 MG 1X PER 1 DAY  
Drug interaction HYDROCODONE BITARTRATE &

ACETAMINOPHEN
S TAKEN WHENEVER

NECESSARY
 

Heart rate increased  
5706472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706472 NON-EXPEDITED Y OT HQWYE629829OCT03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5706475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706475 NON-EXPEDITED Y OT HQWYE634630JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic failure EFFEXOR XR S ORAL ORAL  
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5706480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706480 NON-EXPEDITED N HO,OT HQWYE643108OCT04 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Suicide attempt ALCOHOL S ORAL ORAL  
5706482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706482 NON-EXPEDITED Y OT HQWYE645816DEC03 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL DOSE RANGED

BETWEEN 225-375 MG
- ORAL

 

Alanine aminotransferase increased XANAX C  
OXYCONTIN C  
AMBIEN C  
ZOLOFT C  

5706484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706484 NON-EXPEDITED Y HO HQWYE661024JUN04 74 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR XR S ORAL 225 MG, ORAL  
Renal failure DEPAKOTE C  

UNSPECIFIED INGREDIENT C  
5706485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706485 NON-EXPEDITED N OT HQWYE679831AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 37.5 MG  
Drug withdrawal syndrome  
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Detailed Report
5706517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5706517 NON-EXPEDITED Y DE HQWYE685511OCT04 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

EFFEXOR S ORAL 1 DOSE 2X PER 1 DAY,
ORAL

 

TRAZODONE (TRAZODONE) C  
5707045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707045 NON-EXPEDITED Y HO,OT HQWYE352505APR04 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 30 TO 45, 150 MG

EFFEXOR XR
(OVERDOSE
AMOUNT), ORAL

 

Suicide attempt SEROQUEL C  
Convulsion  
5707048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707048 NON-EXPEDITED N OT HQWYE369606APR04 12 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Intentional self-injury CONCERTA
(METHYLPHENIDATE)

C  
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Detailed Report
5707049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707049 NON-EXPEDITED Y OT HQWYE392723JUL04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Dizziness KLONOPIN C  

CLOZARIL C  
PREVACID C  
GLUCOPHAGE C  

5707050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707050 NON-EXPEDITED N LT HQWYE393623JUL04 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine haemorrhage EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Maternal exposure during pregnancy EFFEXOR S ORAL ORAL  
Anxiety  
Chest pain  
Drug withdrawal syndrome  
Feeling abnormal  
Palpitations  
Paraesthesia  
Platelet count decreased  
Sensory disturbance  
Uterine disorder  
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5707051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707051 NON-EXPEDITED Y HO,LT HQWYE395308APR04 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis cholestatic EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Pyrexia ADVAIR (FLUTICASONE
PROPIONATE/SALMETEROL
XINAFOATE)

C  

Chills DEMEROL C  
Headache ATIVAN C  
Leukocytosis URSODIOL (URSODEOXYCHOLIC

ACID)
C  

PEPCID C  
DECADRAN (DEXAMETHASONE
SODIUM PHOSPHATE)

C  

5707053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707053 NON-EXPEDITED Y DS,OT HQWYE395408APR04 78 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

5707326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707326 NON-EXPEDITED Y OT HQWYE553321APR04 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombophlebitis EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

WELLBUTRIN C  
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5707330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707330 NON-EXPEDITED Y OT HQWYE553421APR04 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL SEE IMAGE  
Abdominal distension  
Abdominal pain  
Arthralgia  
Costochondritis  
Eyelid oedema  
Flank pain  
Gastroenteritis  
Headache  
Middle ear effusion  
Nasopharyngitis  
Photosensitivity reaction  
Respiratory tract infection  
Urinary tract infection  
5707345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707345 NON-EXPEDITED Y HO HQWYE559325AUG04 33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 25 CAPSULES OF 37.5

MG, ORAL
 

Mydriasis ISOPROPYL ALCOHOL S ORAL ONE PINT, ORAL  
5707347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707347 NON-EXPEDITED Y OT HQWYE559425AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Convulsion  
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Detailed Report
5707354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707354 NON-EXPEDITED N OT HQWYE568204MAR04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL ORAL  
5707360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707360 NON-EXPEDITED Y OT HQWYE573422APR04 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Convulsion DEPAKOTE C  
Drug ineffective for unapproved indication  
5707366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707366 NON-EXPEDITED Y OT HQWYE576927JAN04 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR XR S ORAL 187.5 MG

(FREQUENCY
UNSPECIFIED), ORAL

 

KLONOPIN C  
5707377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707377 NON-EXPEDITED N DS HQWYE588628OCT03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL RECENTLY WEANED

OFF OF 150 MG DAILY,
ORAL

 

Paraesthesia  
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Detailed Report
5707386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707386 NON-EXPEDITED N OT HQWYE610527APR04 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Rebound effect TRAZODONE (TRAZODONE) C  
Anger  
Arthralgia  
Asthenia  
Chest discomfort  
Condition aggravated  
Confusional state  
Crying  
Depression  
Dizziness  
Drug withdrawal syndrome  
Fall  
Feeling abnormal  
Headache  
Hyperventilation  
Hypoaesthesia  
Nausea  
Pain in extremity  
Panic attack  
Paraesthesia  
Vertigo  
5707463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707463 NON-EXPEDITED Y OT HQWYE865216MAR04 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Mania  
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Detailed Report
5707466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707466 NON-EXPEDITED Y OT HQWYE865612MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL ORAL  
Maternal exposure during pregnancy  
5707474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707474 NON-EXPEDITED Y OT HQWYE867716MAR04 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual impairment EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

UNSPECIFIED INGREDIENT C  
LIPITOR C  

5707476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707476 NON-EXPEDITED N HO HQWYE875308SEP04 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL SEE IMAGE  
Suicide attempt UNSPECIFIED INGREDIENT S "A COUPLE OF DIET

PILLS" (OVERDOSE
AMOUNT)

 

Convulsion  
5707478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707478 NON-EXPEDITED N DE,HO HQWYE876208SEP04 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
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5707479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707479 NON-EXPEDITED Y DE HQWYE892814MAY04 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

LIPITOR C  
5707483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707483 NON-EXPEDITED Y HO,OT HQWYE900114MAY04 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE  
Asthenia AMBIEN C  
5707494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707494 NON-EXPEDITED N DS,OT HQWYE930017MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S UNKNOWN DOSE

ONCE DAILY
5 YR

Crying  
Dizziness  
Drug withdrawal syndrome  
Feeling abnormal  
Hyperacusis  
Palpitations  
Somnolence  
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5707498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707498 NON-EXPEDITED N OT HQWYE932911FEB04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL SEE IMAGE 1 MTH
Aggression  
Condition aggravated  
Drug withdrawal syndrome  
Feeling jittery  
Hyperhidrosis  
Insomnia  
Irritability  
Nervousness  
Paraesthesia  
Personality disorder  
Tinnitus  
Tremor  
Vomiting  
5707503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707503 NON-EXPEDITED Y OT HQWYE933211NOV03 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia EFFEXOR XR S ORAL 225MG (FREQUENCY

NOT SPECIFIED),
ORAL

 

UNSPECIFIED INGREDIENT C  
LEXAPRO C  
CONCERTA
(METHYLPHENIDATE)

C  
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5707652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707652 NON-EXPEDITED Y OT HQWYE001213FEB04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 187.5 MG

(FREQUENCY
UNSPECIFIED)ORAL

 

Anxiety  
5707699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707699 NON-EXPEDITED N DS HQWYE026905JAN04 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR XR S ORAL SEE IMAGE  
Dizziness WELLBUTRIN C  
Anxiety  
Constipation  
Depression  
Dyspnoea  
Hallucination  
Heart rate increased  
Migraine  
Paraesthesia  
Somnolence  
5707700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707700 NON-EXPEDITED Y HO HQWYE036420MAY04 72 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arrhythmia EFFEXOR XR S  
Convulsion  
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Detailed Report
5707701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707701 NON-EXPEDITED Y DE HQWYE071506AUG04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
5707702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707702 NON-EXPEDITED Y OT HQWYE095925MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
5707703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707703 NON-EXPEDITED Y HO,OT HQWYE102025MAY04 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Convulsion  
Paraesthesia  
5707704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707704 NON-EXPEDITED Y HO HQWYE115317SEP04 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rectal haemorrhage EFFEXOR XR S ORAL SEE IMAGE  
5707705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707705 NON-EXPEDITED N OT HQWYE122720SEP04 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Fatigue VICODIN C  
Drug withdrawal syndrome  
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5707717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707717 NON-EXPEDITED Y HO,DS HQWYE123420SEP04 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  

ZESTORETIC C  
ACTIVELLA C  
ALCOHOL (ETHANOL) C  

5707930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707930 NON-EXPEDITED Y OT HQWYE804803FEB04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
1 MTH

RITALIN C  
5707944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707944 NON-EXPEDITED Y OT HQWYE805511MAY04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancytopenia EFFEXOR XR S ORAL 150 MG (FREQUENCY

UNKNOWN), ORAL
 

5707948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707948 NON-EXPEDITED Y OT HQWYE810504FEB04 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5707954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707954 NON-EXPEDITED Y LT,OT HQWYE816215MAR04 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  

Page: 926 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5707961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707961 NON-EXPEDITED N HO HQWYE824130JUN04 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 900 MG (OVERDOSE

AMOUNT), ORAL
 

Suicide attempt ALCOHOL (ETHANOL) S 17 BEERS (OVERDOSE
AMOUNT)

 

Hypotension TRAZODONE S ORAL 200 MG (OVERDOSE
AMOUNT), ORAL

 

Asthenia  
Eye disorder  
Hyperhidrosis  
Miosis  
Respiratory arrest  
5707964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707964 NON-EXPEDITED Y OT HQWYE831003SEP04 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Nightmare  
Sleep disorder  
5707970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707970 NON-EXPEDITED Y OT HQWYE836003SEP04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S  
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5707976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707976 NON-EXPEDITED Y OT HQWYE837005FEB04 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

COCAINE (COCAINE) S  
UNSPECIFIED INGREDIENT S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

5707978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707978 NON-EXPEDITED Y DE HQWYE842707SEP04 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S 75 MG 2X PER 1 DAY  
5707981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5707981 NON-EXPEDITED N DS HQWYE856922DEC03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Nausea  
Vertigo  
Vomiting  
5708055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708055 NON-EXPEDITED Y HO,OT HQWYE126020SEP04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, visual EFFEXOR XR S ORAL ORAL  
Amnesia  
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5708057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708057 NON-EXPEDITED Y OT HQWYE126915JUL04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S "HIGH DOSE"  

WELLBUTRIN C  
5708061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708061 NON-EXPEDITED N HO HQWYE129515JUL04 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy KLONOPIN C  
5708067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708067 NON-EXPEDITED Y DE HQWYE139826MAR04 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL SEE IMAGE  
Anxiety ALCOHOL (ETHANOL) S ORAL 4 GLASSES OF WINE,

ORAL
 

Apathy SYNTHROID C  
Feeling abnormal UNSPECIFIED INGREDIENT C  
Depressed mood  
Fatigue  
Insomnia  
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5708076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708076 NON-EXPEDITED N OT HQWYE174823SEP04 75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lethargy EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Somnolence UNSPECIFIED INGREDIENT C  
Dysphonia KEFLEX C  
Blood creatinine increased BACTRIM C  
Dizziness MORPHINE C  
Hot flush  
5708080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708080 NON-EXPEDITED Y DS HQWYE175318NOV03 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL INITIAL DOSE

UNKNOWN THEN
"TAPED DOWN TO
75MG ONE WEEK, AND
THEN 37.5 ONE
WEEK", ORAL

 

Dizziness  
Headache  
Tinnitus  
5708085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708085 NON-EXPEDITED Y OT HQWYE186111AUG04 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Throat tightness EFFEXOR XR S ORAL SEE IMAGE  
Leukoplakia GLUCOPHAGE C  
Dyspnoea GLUCOTROL XL C  
Tongue discolouration LIPITOR C  
Tongue ulceration LASIX C  
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5708093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708093 NON-EXPEDITED N OT HQWYE188519NOV03 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcoholism EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Loss of consciousness ALCOHOL (ETHANOL) C  
5708096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708096 NON-EXPEDITED Y DE HQWYE189007JAN04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
1 DAY

5708103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5708103 NON-EXPEDITED Y LT HQWYE189119NOV03 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
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5711681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711681 NON-EXPEDITED N OT HQWYE687417DEC03 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Agitation  
Confusional state  
Coordination abnormal  
Dizziness  
Drug withdrawal syndrome  
Exposure during breast feeding  
Malaise  
Maternal exposure during pregnancy  
Tremor  
5711682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711682 NON-EXPEDITED Y HO,OT HQWYE690911OCT04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

ESCIN (ESCIN) C  
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Detailed Report
5711683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711683 NON-EXPEDITED Y OT HQWYE691410MAR04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Weight increased LEXAPRO S  
Depression PAXIL S  
Disturbance in attention ZOLOFT S  
Anxiety  
Condition aggravated  
Drug ineffective for unapproved indication  
Drug withdrawal syndrome  
Gynaecomastia  
Headache  
Insomnia  
Vomiting  
5711684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711684 NON-EXPEDITED Y HO HQWYE69540MAY04 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swelling face EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Eyelid oedema UNSPECIFIED INGREDIENT C  
Arthralgia  
Pain  
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Detailed Report
5711685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711685 NON-EXPEDITED N OT HQWYE702102AUG04 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood prolactin increased EFFEXOR XR S 37.5 MG; 150 MG 1X

PER 1 DAY
 

Breast pain WELLBUTRIN C  
Breast engorgement SYNTHROID C  
Hypothyroidism CLONIDINE TRANSDERMAL

SYSTEM
C  

Drug withdrawal syndrome SONATA C  
Memory impairment UNSPECIFIED INGREDIENT C  
Hair texture abnormal DARVOCET-N

(DEXTROPROPOXYPHENE/
PARACETAMOL)

C  

Acne  
Breast cyst  
Crying  
Galactorrhoea  
5711686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711686 NON-EXPEDITED Y DE HQWYE702402AUG04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
5711687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711687 NON-EXPEDITED Y DE HQWYE710525JUN04 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Drug ineffective BUSPAR S 10MG 3X PER 1 DAY  
Suicidal ideation  
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5711688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711688 NON-EXPEDITED N LT HQWYE716105MAY04 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 25 PILLS, OVERDOSE

AMOUNT, ORAL
 

Drug ineffective for unapproved indication  
Drug withdrawal syndrome  
Insomnia  
Nightmare  
Pressure of speech  
Suicide attempt  
5711689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711689 NON-EXPEDITED Y DE HQWYE716405MAY04 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; SEE
IMAGE

7 DAY
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5711690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5711690 NON-EXPEDITED N OT HQWYE717205MAY04 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S ORAL 37.5 MG, ORAL; SEE

IMAGE
 

Headache VERAPAMIL HYDROCHLORIDE C  
Paranoia MOBIC C  
Anger ACTOS C  
Suicidal ideation TIZANIDINE (TIZANIDINE) C  
Palpitations VICODIN C  
Mood swings AMBIEN C  
Drug withdrawal syndrome FISH (FISH OIL) C  

CALCIUM C  
VITAMIN E C  
LANTUS C  
HUMALOG C  

5984048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2004 5984048 NON-EXPEDITED N OT HQWYE191129MAR04 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Depression XANAX C  
Anxiety FIORICET W/CODEINE

(BUTALBITAL/CAFFEINE/
CODEINE PHOSPHATE/
PARACETAMOL)

C  

Nausea REGLAN C  
Dehydration  
Drug effect decreased  
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Detailed Report
5703539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2004 5703539 EXPEDITED (15-DAY) Y HO SEWYE271309DEC04 71 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL SEE IMAGE 11 DAY
Pyrexia MIANSERIN HYDROCHLORIDE S 60 MG 1X PER 1 DAY  
Burning sensation  
Diarrhoea  
Electrocardiogram QT prolonged  
Hypoaesthesia  
5704914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2004 5704914 EXPEDITED (15-DAY) N HO HQWYE717401DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S ORAL ORAL  
Abdominal pain upper  
Abnormal behaviour  
Aggression  
Amnesia  
Chest pain  
Dry mouth  
Hypoaesthesia  
Musculoskeletal stiffness  
Pallor  
Somnolence  
Suicide attempt  
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Freedom of Information Act (FOIA) 

Detailed Report
5705224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2004 5705224 EXPEDITED (15-DAY) Y HO,LT,OT 2004-12-0253 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest CLARITIN S ORAL 1 TABLET QD ORAL  
Loss of consciousness LEVOTHYROXINE S ORAL 75 UG QD ORAL  
Incoherent PRAZEPAM S ORAL 10 MG TID ORAL  
Circulatory collapse EFFEXOR S ORAL 37 MG TID ORAL  
Ventricular tachycardia XANAX C  
Body temperature decreased IXEL (MILNACIPRAN) C  
Blood potassium decreased TEGRETOL C  
Electrocardiogram QT prolonged TENORMIN C  
Jugular vein distension VASTEN (PRAVASTATIN) C  
Areflexia RAMIPRIL C  
Mydriasis ASPIRIN LYSINE C  
Drug screen positive  
Electrocardiogram QT prolonged  
Electroencephalogram abnormal  
Hypokalaemia  
Intentional overdose  
Pupil fixed  
Self-medication  
Vasospasm  

5654650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5654650 EXPEDITED (15-DAY) OT HQWYE687311OCT04 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Trisomy 18 EFFEXOR XR S 150 MG 1X PER 1 DAY  
Maternal exposure during pregnancy UNSPECIFIED INGREDIENT C  
Paternal drugs affecting foetus  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5698691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5698691 EXPEDITED (15-DAY) Y DS HQWYE739202DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal tear EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Retinal haemorrhage VIOXX S  
Eye haemorrhage EFFEXOR XR S ORAL 112.5 MG 1X  PER 1

DAY, ORAL
 

Cataract EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Vitreous floaters EFFEXOR XR S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

Unevaluable event AMBIEN C  
LIPITOR C  

5702329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5702329 DIRECT N OT 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 150  1X  
Hypoaesthesia  
Muscle spasms  
5702383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5702383 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR XR S  
Drug withdrawal syndrome EFFEXOR XR S  
Activities of daily living impaired  
Anger  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5702393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5702393 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnambulism EFFEXOR XR S ORAL 75MG  1X DAILY ORAL  WYETH
Abnormal behaviour  
Crying  
Drug withdrawal syndrome  
Panic attack  
Pollakiuria  
Thirst  
5702399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5702399 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Night sweats EFFEXOR XR S ORAL 75 MG 3 X DAILY ORAL  WYETH
Depression  
Drug withdrawal syndrome  
Dyspnoea  
Insomnia  
Temperature intolerance  
Tinnitus  
Vertigo  
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Freedom of Information Act (FOIA) 

Detailed Report
5703527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5703527 EXPEDITED (15-DAY) Y OT GBWYE266908DEC04 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malignant melanoma EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated  
Dehydration  
Depression  
Drug clearance decreased  
Drug withdrawal syndrome  
Fluid intake reduced  
Haematocrit increased  
Visual impairment  
5704585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5704585 DIRECT N DS,OT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight loss poor EFFEXOR XR S BUCCAL 1X  DAILY BUCCAL  WYETH
Fatigue  
Feeling abnormal  
Impaired work ability  
Pain  
Weight decreased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5705417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2004 5705417 EXPEDITED (15-DAY) Y HO MK200401-0144-2 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion METHYLPHENIDATE

HYDROCHLORIDE
S 10 MG, TID  

Insomnia VENLAFAXINE HYDROCHLORIDE S 600 MG/DAY FOR
THREE WEEKS PRIOR
TO EVENT

 

Back pain ZOLPIDEM S 10 MG/DAY FOR FOUR
WEEKS PRIOR TO
EVENT

 

Depressed level of consciousness  
Drug withdrawal syndrome  
Muscle spasms  
Overdose  
Postictal state  
Self-medication  
Serotonin syndrome  

5693687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 5693687 EXPEDITED (15-DAY) Y DS FRWYE224222NOV04 67 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
3 DAY

Nausea LITHIUM CARBONATE C  
Myoclonus  
Toxicity to various agents  
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Detailed Report
5699143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 5699143 EXPEDITED (15-DAY) DE 200414752FR 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure LANTUS S SUBCUTANEOUS  AVENTIS
Type 1 diabetes mellitus FUROSEMIDE S ORAL  AVENTIS
Dysthymic disorder EFFEXOR S ORAL  
Essential hypertension DIGOXIN S ORAL  
Condition aggravated AMLODIPINE S ORAL  
Hypoalbuminaemia THALIDOMIDE S ORAL  
Anaemia  
Hypergammaglobulinaemia  
5699239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 5699239 EXPEDITED (15-DAY) HO FR-
ABBOTT-04P-056-02835
84-00

38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lung disorder NORVIR S ORAL 11 DAY
Pyrexia KALETRA S ORAL  

BACTRIM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
ENFUVIRTIDE S ORAL  
FOSAMPRENAVIR CALCIUM S ORAL  

5704466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 5704466 DIRECT N DE 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 300 MGS  TWICE A

DAY  ORAL
 WYETH

Migraine REMERON S ORAL 90 MGS   NIGHT
ORAL

 

Hypertension  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5705541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 5705541 EXPEDITED (15-DAY) Y DE MK200412-0151-1 52 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide FLUOXETINE S  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S  

MIRTAZAPINE S  
5705952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 5705952 EXPEDITED (15-DAY) Y DE MK200411-0329-1 54 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PROPOXYPHENE NAPSYLATE

AND ACETAMINOPHEN
S  

Overdose VENLAFAXINE HYDROCHLORIDE S  
5708285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 5708285 EXPEDITED (15-DAY) Y OT HQWYE891510DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Balance disorder  
Fall  
Hip fracture  
6018372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 6018372 EXPEDITED (15-DAY) Y DE MK200412-0050-1 44 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose METHADOSE S  
Completed suicide ZOLPIDEM S  

VENLAFAXINE HYDROCHLORIDE S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6099460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2004 6099460 EXPEDITED (15-DAY) Y DE MK200411-0288-1 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROCODONE/APAP S  
Overdose VENLAFAXINE HYDROCHLORIDE S  

CARISOPRODOL S  

5679691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2004 5679691 EXPEDITED (15-DAY) Y HO,RI FRWYE187709NOV04 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORALQ
1 DAY

Drug interaction CLARITIN S ORAL 10 MG 1X PER 1 DAY,
ORAL

 

Cardio-respiratory arrest MILNACIPRAN HYDROCHLORIDE S 1 DAY
Shock ASPIRIN LYSINE S 1 DAY
Electrocardiogram QT prolonged TEGRETOL S 1 DAY
Hypokalaemia TENORMIN S 1 DAY
Ventricular tachycardia RAMIPRIL S 1 DAY
Hypothermia PRAVASTATIN S 1 DAY
Coma XANAX S 1 DAY
Jugular vein distension ZOLPIDEM TARTRATE C  
Pupil fixed LEVOTHYROXINE SODIUM C  
Areflexia LYSANXIA (PRAZEPAM) C  
Blood creatine phosphokinase increased  
Self-medication  
Troponin increased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5705272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2004 5705272 DIRECT N 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1 PILL ONCE A DAY

ORAL
 

Activities of daily living impaired  
Chills  
Gait disturbance  
Hyperhidrosis  
5705391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2004 5705391 DIRECT Y RI 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incoherent MINOCYCLINE S  
Cognitive disorder EFFEXOR S  
Dizziness  
Fatigue  
Hearing impaired  
No reaction on previous exposure to drug  
5705410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2004 5705410 DIRECT N DS,OT,RI 23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL 100MG DAILY ORAL  WYETH
Depression  
Drug withdrawal syndrome  
Influenza like illness  
Nervous system disorder  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5707192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2004 5707192 EXPEDITED (15-DAY) N HO HQWYE890210DEC04 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome  
Feeling abnormal  
Hyperacusis  
Nightmare  
Overdose  
Treatment noncompliance  
5707792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2004 5707792 EXPEDITED (15-DAY) Y HO HQWYE943613DEC04 76 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Head injury ARTHROTEC S ORAL 75 MG/0.2 MG DAILY
ORAL

 

Hemiparesis DIGOXIN C  
Cerebral haemorrhage CALCIMAGON (CALCIUM

CARBONATE/COLECALCIFEROL)
C  

LORAZEPAM C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5707796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2004 5707796 EXPEDITED (15-DAY) Y HO,OT SEWYE285116DEC04 Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR S TRANSPLACENTAL 75 MG 1X PER 1 DAY

ORAL
 

Agitation neonatal  
Asthenia  
Drug withdrawal syndrome neonatal  
Hyperbilirubinaemia neonatal  
Irritability  
Malnutrition  
Maternal exposure during pregnancy  
Neonatal disorder  
Neonatal respiratory depression  

5701405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2004 5701405 EXPEDITED (15-DAY) N DS GB-
GLAXOSMITHKLINE-
B0361902A

Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eyelid oedema PAROXETINE HYDROCHLORIDE S ORAL  GLAXOSMITHKLINE
Inflammation AMITRIPTYLINE S ORAL  
Eye pruritus CITALOPRAM S ORAL  

FLUOXETINE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
DOTHIEPIN S ORAL  
LOFEPRAMINE HYDROCHLORIDE S UNKNOWN  
MIRTAZAPINE S UNKNOWN  
LOSARTAN POTASSIUM C UNKNOWN  
OMEPRAZOLE C ORAL 20MG per day  GLAXOSMITHKLINE
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5705521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2004 5705521 DIRECT N Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coronary artery bypass EFFEXOR S 100MG  200 MG A DAY  
5709354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2004 5709354 EXPEDITED (15-DAY) Y HO,OT FRWYE289817DEC04 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
2 DAY

Stress MIRTAZAPINE S ORAL 7.5 MG 1X PER 1 DAY 5 YR

5658085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5658085 EXPEDITED (15-DAY) Y DS HQWYE753914OCT04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S  
Adjustment disorder  
Apathy  
Drug withdrawal syndrome  
Feeling abnormal  
Feeling of despair  
Flat affect  
Judgement impaired  
Malaise  
Nonspecific reaction  
Suicidal ideation  
Victim of spousal abuse  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5690073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5690073 EXPEDITED (15-DAY) HO HQWYE029225OCT04 Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR S ORAL 37.5 MG 1X PER 1 TOT 1 DAY
Arterial disorder  
Blood pressure increased  
Dyspnoea  
Tongue oedema  
Vision blurred  
5691494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5691494 EXPEDITED (15-DAY) Y HO 2004094537 89 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence ALPRAZOLAM (ALPRAZOLAM) S ORAL ORAL  
Lung disorder VENLAFAXINE S ORAL ORAL  
Anaemia OLANZAPINE (OLANZAPINE) S ORAL ORAL  
Lung infection OMEPRAZOLE (OMEPRZOLE) C ORAL ORAL  
Confusional state  
Hypercapnia  
Malnutrition  
Mental disorder  
Respiratory failure  
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Freedom of Information Act (FOIA) 

Detailed Report
5694435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5694435 EXPEDITED (15-DAY) Y DE,HO NLWYE245630NOV04 73 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Neuroleptic malignant syndrome CRESTOR S 40 MG 1X PER 1 DAY  
EZETIMIBE S 10 MG 1X PER 1 DAY  
PANTOZOL C  
NORFLOXACIN C  

5697952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5697952 EXPEDITED (15-DAY) Y OT HQWYE732602DEC04 42 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oesophageal carcinoma EFFEXOR S 150 MG 1X PER 1 DAY  

TILUR (ACEMETACIN) C  
IBUPROFEN (IBUPROFEN) C  

5699531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5699531 EXPEDITED (15-DAY) Y HO 2004103050 52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema XANAX S ORAL 0.25 MG, PRN, ORAL  
Prurigo VENLAFAXINE S ORAL 1 DOSE FORM (DAILY),

ORAL
 

Rash papular LEVOTHYROXINE SODIUM C  
Antinuclear antibody positive  
Arthropod bite  
Granulomatosis with polyangiitis  
Hypersensitivity vasculitis  

Page: 951 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data
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Detailed Report
5706225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5706225 DIRECT Y 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 1   DAILY   ORAL  
Dizziness  
Memory impairment  
Nausea  
Tinnitus  
Visual impairment  
5707332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5707332 EXPEDITED (15-DAY) Y OT GBWYE265808DEC04 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT  
Blood prolactin increased  
Conversion disorder  
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Detailed Report
5709384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5709384 EXPEDITED (15-DAY) Y HO FRWYE290717DEC04 84 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
3 DAY

Somnolence PAROXETINE HYDROCHLORIDE S ORAL 20 MG 1X PER 1 DAY
ORAL

5 DAY

Malaise ALTHIAZIDE\SPIRONOLACTONE S ORAL 1 TABLET 1X PER 1
DAY ORAL

 

Disorientation METOPROLOL TARTRATE S ORAL 200 MG 1X PER 1 DAY
ORAL

 

Sinus bradycardia URBANYL S ORAL 1 DOSE 2X PER 1 DAY
ORAL

3 DAY

Condition aggravated FOSAMAX C  
Hyponatraemia MORPHINE SULFATE C  

GINKOR (GINKGO TREE LEAVES
EXTRACT/TROXERUTIN)

C  

NEXIUM (ESOMEPRAZOLE) C  
POLYETHYLENE GLYCOLS C  
SPAGULAX C  
FRAGMIN C  

5710331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5710331 EXPEDITED (15-DAY) N HO,LT HQWYE126421DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aneurysm EFFEXOR S ORAL ORAL  
Aneurysm ruptured  
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Freedom of Information Act (FOIA) 

Detailed Report
5711506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2004 5711506 EXPEDITED (15-DAY) Y OT HQWYE050417DEC04 62 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Dry mouth EFFEXOR S 75 MG 3X PER 1 DAY  
Agitation  
Depressed level of consciousness  
Dry skin  
Eye movement disorder  
Mutism  
Post procedural complication  
Pulmonary oedema  

5709524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2004 5709524 EXPEDITED (15-DAY) Y HO,LT 6012173 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest LEVOTHYROXINE SODIUM S ORAL 75 MCG (75 MCG, 1 IN

1 D) ORAL
 

Ventricular tachycardia LORATADINE S ORAL (1 IN 1 D) ORAL  
Circulatory collapse PRAZEPAM S ORAL 30 MG (10 MG, 3 IN 1

D) ORAL
 

Electrocardiogram QT prolonged EFFEXOR S ORAL 112,5 MG (37,5 MG, 3
IN 1 D) ORAL

 

Areflexia  
Blood potassium decreased  
Body temperature decreased  
Electrocardiogram QT prolonged  
Mydriasis  
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Detailed Report
5708574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2004 5708574 DIRECT N HO,DS,CA,RI 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL 2 150'S DAY   4 YEARS

ORAL
 

Abnormal behaviour  
Agitation  
Anger  
Anxiety  
Bipolar disorder  
Cerebrovascular accident  
Diplopia  
Disturbance in attention  
Drug dependence  
Drug withdrawal syndrome  
Dyspareunia  
Economic problem  
Emotional disorder  
Grandiosity  
Insomnia  
Logorrhoea  
Loss of consciousness  
Loss of libido  
Mental impairment  
Mood altered  
Visual acuity reduced  
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Detailed Report
5710467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2004 5710467 DIRECT Y HO,LT,RI 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia INTRON A S  

LISINOPRIL S  
RIBAVIRIN S  
OMEPRAZOLE S  
VENLAFAXINE HYDROCHLORIDE S  

5711162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2004 5711162 EXPEDITED (15-DAY) N HO,OT HQWYE125121DEC04 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid cancer EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

TOPOMAX (TOPIRAMATE0 C  
5711629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2004 5711629 EXPEDITED (15-DAY) DS HQWYE147322DEC04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY

ORAL
 

Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY
ORAL

 WEEK

Vision blurred EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY
ORAL

 MTH

Accommodation disorder EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY
ORAL

 

Activities of daily living impaired EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY
ORAL

 

Thinking abnormal EFFEXOR XR S ORAL 150 MG 1X PER 1 TOT
ORAL

 

EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY
ORAL
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Detailed Report
5711633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2004 5711633 EXPEDITED (15-DAY) Y DS,OT GBWYE294720DEC04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eyelid oedema EFFEXOR S ORAL ORAL  
Inflammation AMITRIPTYLINE S ORAL ORAL  
Eye pruritus LOPERAMIDE HYDROCHLORIDE S  

CITALOPRAM C  
FLUOXETINE C  
PAROXETINE HYDROCHLORIDE C  
DOTHIEPIN C  
MIRTAZAPINE (MIRTAZAPINE) C  
LOSARTAN (LOSARTAN) C  
OMEPRAZOLE C  

3979221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 3979221 EXPEDITED (15-DAY) HO,OT GBWYE204304JUL03 30 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myositis EFFEXOR XR S 75 MG 1X PER 1 DAY  
Blood creatine phosphokinase increased  
Pain in extremity  
Tenderness  
4168197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 4168197 NON-EXPEDITED Y HO 2004UW13634 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis CRESTOR S 6 WEEK
Renal failure EFFEXOR S  

UNSPECIFIED INGREDIENT S  
SEROQUEL C  
ZOCOR C  
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5681371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5681371 EXPEDITED (15-DAY) Y HO HQWYE255605NOV04 52 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
216 DAY

Blood pressure increased  
Oedema  
Pruritus  
Skin reaction  
Urticaria  
Vomiting  
5694623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5694623 EXPEDITED (15-DAY) N HO GB-
GLAXOSMITHKLINE-
B0359117A

Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PARACETAMOL S 1 DAY GLAXOSMITHKLINE
Suicide attempt EFFEXOR S 1 DAY
Overdose OLANZAPINE S 1 DAY
Alcohol use ALCOHOL S  
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5709412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5709412 EXPEDITED (15-DAY) Y LT FRWYE294120DEC04 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute myeloid leukaemia EFFEXOR S ORAL 100 MG 2X PER 1 DAY

ORAL
 

Pulmonary hypertension PERINDOPRIL ERBUMINE S ORAL ORAL  
Lung disorder FUROSEMIDE S ORAL ORAL  
Pancytopenia GLICLAZIDE S ORAL ORAL  

SOTALOL HYDROCHLORIDE S ORAL ORAL  
TRACLEER S SEE IMAGE  
FLUINDIONE C ORAL ORAL  

5712524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5712524 EXPEDITED (15-DAY) Y OT HQWYE157122DEC04 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine contractions during pregnancy EFFEXOR S SEE IMAGE  
Fear  
Maternal exposure during pregnancy  
5712533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5712533 EXPEDITED (15-DAY) Y LT,OT GBWYE291220DEC04 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL SEE IMAGE 82 DAY
Convulsion VALPROATE SODIUM

(VALPROATE SODIUM)
C  

Fall CO-CODAMOL (CODEINE
PHOSPHATE/PARACETAMOL)

C  

Lethargy ZOPICLONE C  
Tremor PRIMIDONE C  
Restlessness CLOBAZAM (CLOBAZAM) C  
Asthenia PROPRANOLOL C  
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5712700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5712700 EXPEDITED (15-DAY) HO HQWYE170923DEC04 50 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG 1X PER 1 DAY

ORAL
 

Serotonin syndrome LUDIOMIL S 150 MG 1X PER 1 DAY  
Neutrophilia REBOXETINE MESYLATE S 8 MG 1X PER 1 DAY  
Leukocytosis VITAMIN B CONMPLEX (CALCIUM

PANTOTHENATE/NICOTINAMIDE/
PYRIDOXINE HYDROCHLORIDE/
RIBOFLAVIN/THIAMINE H

C  

Acquired diaphragmatic eventration  
Blood pressure fluctuation  
Mutism  
Negativism  
Psychomotor hyperactivity  
Thyroxine decreased  
Tremor  
5713702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5713702 EXPEDITED (15-DAY) Y OT HQWYE288129DEC04 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Induced labour EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Prolonged labour LAMICTAL C  
Cyanosis neonatal  
Maternal exposure during pregnancy  
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5713788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5713788 EXPEDITED (15-DAY) Y HO HQWYE209929MAR04 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Postpartum haemorrhage EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Pregnancy LAMICTAL C  
Induced labour  
Maternal exposure during pregnancy  
Prolonged labour  
5713796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2005 5713796 EXPEDITED (15-DAY) Y HO,LT HQWYE147622DEC04 76 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Obstructive airways disorder EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL;  "FOR MONTHS"
 MTH

Respiratory failure ASPIRIN S "FOR YEARS"  YR
Brain death PLAVIX S  
Post procedural haemorrhage ATENOLOL (ATENOLOL) C  

DECADRON C  

5712401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2005 5712401 DIRECT Y DS,LT,OT,RI 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR XR S ORAL 300 MG.  DAILY  ORAL  
Urinary incontinence EFFEXOR S ORAL 75 MG.    DAILY   ORAL  
Faecal incontinence LEXAPRO C  
Weight decreased HYTRIN C  
Bedridden ASPIRIN C  
Osteoarthritis  
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4213654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2005 4213654 EXPEDITED (15-DAY) Y DE,HO DEWYE019207SEP04 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY

ORAL
 

Fall REMERGIL (MIRTAZAPINE) C  
Cerebral haemorrhage  
Contusion  
Head injury  
5710576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2005 5710576 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR S ORAL 1 TABLET PER DAY

ORAL
 WYETH

Drug ineffective  
Fatigue  
Headache  
Influenza  
Insomnia  
Nausea  
Somnolence  
Vomiting  
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5710579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2005 5710579 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5MG  ONCE A DAY

ORAL
 WYETH

Arthralgia  
Depression  
Nausea  
Nervous system disorder  
Tremor  
5713062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2005 5713062 EXPEDITED (15-DAY) HO SEWYE308028DEC04 41 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR S ORAL 75 MG 2X PER 1 DAY  
Vomiting TRAMADOL HYDROCHLORIDE S 50 MG 3X PER 1 DAY  
Volvulus ALVEDON C  
Constipation  
Weight decreased  
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5662644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2005 5662644 EXPEDITED (15-DAY) Y HO FRWYE122219OCT04 58 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
General physical health deterioration EFFEXOR S ORAL 50 MG 4X PER 1DAY  
Ileus PRAZEPAM C  
Anxiety  
Chest discomfort  
Condition aggravated  
Decreased appetite  
Depression  
Drug ineffective  
Muscle contracture  
5709466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2005 5709466 EXPEDITED (15-DAY) Y OT GB-
JNJFOC-20050100691

61 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Jaundice OXYBUTYNIN S OROPHARINGEAL  
Rash erythematous EFFEXOR S OROPHARINGEAL 75 mg Mane and 112.5

mg Nocte
2 YR

Blood bilirubin increased  
Liver function test abnormal  
Ocular icterus  
Pruritus  
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5720090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2005 5720090 EXPEDITED (15-DAY) Y HO ITWYE308629DEC04 73 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
82 DAY

Adams-Stokes syndrome HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

Myalgia ASPIRIN C  
Asthenia PERINDOPRIL ERBUMINE C  
Blood potassium decreased TORVAST (ATORVASTATIN

CALCIUM)
C  

NORVASC C  
PANTORC (PANTOPRAZOLE
SODIUM)

C  

5720516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2005 5720516 EXPEDITED (15-DAY) Y HO S04-FRA-08300-01 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy ACAMPROSATE CALCIUM S  
Measles antibody positive ACAMPROSATE CALCIUM S  
Toxoplasma serology positive MEPROBAMATE S ORAL 6 TABLET QD PO  
Alcohol use ZYPREXA S ORAL 10 MG QD PO  

PRAZEPAM S ORAL 80 MG QD PO  
EFFEXOR S ORAL 400 MG QD PO  

Page: 965 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5720520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2005 5720520 EXPEDITED (15-DAY) Y HO S04-FRA-08300-02 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy ACAMPROSATE CALCIUM S  
Hypospadias ACAMPROSATE CALCIUM S  
Renal disorder MEPROBAMATE S TRANSPLACENTAL 6 TABLET QD

TRANSPLACENTAL
 

ZYPREXA S TRANSPLACENTAL 10 MG QD
TRANSPLACENTAL

 

PRAZEPAM S TRANSPLACENTAL 80 MG QD
TRANSPLACENTAL

 

EFFEXOR S ORAL 400 MG QD PO  
5720631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2005 5720631 EXPEDITED (15-DAY) Y DE 2005CG00031 90 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction OMEPRAZOLE S ORAL 20 MG DAILY PO  
Gastrointestinal haemorrhage OMEPRAZOLE S  
International normalised ratio increased PERFALGAN S  
Blood albumin decreased PREVISCAN S ORAL 5 MG DAILY PO  
Melaena OFLOXACIN S INTRAVENOUS 200 MG DAILY IV  
Haematemesis SOLU-MEDROL S INTRAVENOUS 40 MG DAILY IV  
Bronchitis SOLU-MEDROL S INTRAVENOUS 40 MG DAILY IV  
Superinfection EFFEXOR S ORAL 37.5 MG DAILY PO  
Dehydration AUGMENTIN C  
Malnutrition LORAZEPAM C  

ASPEGIC C  
TIAPRIDAL C  
NITRIDERM TTS C  
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5686178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2005 5686178 EXPEDITED (15-DAY) Y OT HQWYE909320OCT04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Injury EFFEXOR XR S 1 DOSE 1X PER 1 TOT 1 DAY
Physical assault ALCOHOL (ETHANOL) S  
Amnesia NORFLEX S  
Aggression  
Alcohol use  
Intentional product misuse  
Self-medication  
5696939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2005 5696939 EXPEDITED (15-DAY) Y OT HQWYE385111NOV04 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; "TAPERED
OFF", ORAL;
"SAMPLES WERE
GIVEN", ORAL

 

Crying  
Depression  
Economic problem  
Hyperphagia  
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5713734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2005 5713734 DIRECT N OT,RI 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR S ORAL 150 MG ONCE DAILY

ORAL
 WYETH

Asthenia  
Crying  
Dissociative disorder  
Dizziness  
Headache  
Heart rate irregular  
5716823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2005 5716823 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 75 MG ONCE/DAY

ORAL
 WYETH

DEPAKOTE S ORAL 250 MG ONCE/DAT
ORAL

 ABBOTT

5717369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2005 5717369 EXPEDITED (15-DAY) N OT HQWYE278329DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR S 3 YR
Depression  
Drug withdrawal syndrome  
Suicidal ideation  
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Detailed Report
5717372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2005 5717372 EXPEDITED (15-DAY) Y DE HQWYE297630DEC04 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR S ORAL OVERDOSE AMOUNT,

ORAL
1 DAY

Intentional overdose  
Laboratory test interference  
5718027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2005 5718027 EXPEDITED (15-DAY) Y HO,OT FRWYE312704JAN05 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug reaction with eosinophilia and systemic
symptoms

EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY 47 DAY

Urticaria CLONAZEPAM S ORAL 8 DAY
Lymphadenopathy TEGRETOL S ORAL 200 MG 2X PER 1 DAY 47 DAY
Alanine aminotransferase increased  
Angioedema  
Aspartate aminotransferase increased  
Eosinophilia  
Pyrexia  
5718360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2005 5718360 EXPEDITED (15-DAY) Y HO,OT FRWYE312904JAN05 74 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 75 MG 2X PER 1 DAY 274 DAY
Malaise ALDACTAZINE S ORAL 1 TABLET 1X PER 1

DAY
3 DAY

Hypokalaemia UNSPECIFIED INGREDIENT C  
Nausea LORAZEPAM C  
Fall LEVOTHYROXINE SODIUM C  
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5717384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2005 5717384 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1  CAPSULE  ORAL  WYETH

5681970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2005 5681970 EXPEDITED (15-DAY) OT DEWYE183308NOV04 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 8 DAY
Ventricular extrasystoles ZOPICLONE C  
Antidepressant drug level increased TIBOLONE (TIBOLONE) C  
Poisoning  
Supraventricular extrasystoles  
Tachycardia  
5712886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2005 5712886 EXPEDITED (15-DAY) N OT US-
GLAXOSMITHKLINE-
A0535604A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, auditory LAMICTAL S ORAL  GLAXOSMITHKLINE
Hallucination, tactile EFFEXOR XR S ORAL  
Drug interaction  
5718448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2005 5718448 EXPEDITED (15-DAY) Y OT GBWYE316005JAN05 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tourette's disorder EFFEXOR XR S 75 MG 1X PER 1 DAY  
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5718510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2005 5718510 EXPEDITED (15-DAY) Y HO HQWYE365904JAN05 22 YR Female CHL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lung disorder EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
20 DAY

Eosinophilia CLONAZEPAM C  
Pyrexia RISPERDAL C  
Dyspnoea TRILEPTAL C  
Oxygen saturation decreased  

5719579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2005 5719579 DIRECT Y 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams EFFEXOR XR S 225 MG DAILY  WYETH
Suicidal ideation KLONOPIN C  
Affect lability EFFEXOR C  
Vertigo SYNTHROID C  
Drug dependence  
Nausea  
Vomiting  
5719760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2005 5719760 EXPEDITED (15-DAY) Y HO,OT GBWYE318806JAN05 < 1 DAY Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus EFFEXOR S ORAL ORAL  
Maternal exposure during pregnancy VERAPAMIL HYDROCHLORIDE C  
Drug withdrawal syndrome THYROXINE I 125 (THYROXINE I

125)
C  

Neonatal disorder VENTOLIN C  
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5721095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2005 5721095 EXPEDITED (15-DAY) Y OT HQWYE397205JAN05 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary hypertension EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

MACROBID C  
5721454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2005 5721454 DIRECT N DS 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S ORAL 150MG TO 75 DOWN

TO 37.5 ORAL
 WYETH

Anger  
Chills  
Dizziness  
Feeling abnormal  
Impaired work ability  
5721535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2005 5721535 EXPEDITED (15-DAY) Y HO,OT DEWYE326910JAN05 79 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pleural effusion VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 4 DAY
Inappropriate antidiuretic hormone secretion EUNERPAN (MELPERONE

HYDROCHLORIDE)
C  

Transaminases increased LORZAAR PLUS
(HYDROCHLORTHIAZIDE/
LOSARTAN POTASSIUM)

C  

Blood chloride decreased  
Cardiac failure  
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5662006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2005 5662006 EXPEDITED (15-DAY) Y HO,OT HQWYE726612OCT04 45 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema peripheral EFFEXOR XR S ORAL SEE IMAGE  
Pain in extremity EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY 4 DAY
Blood sodium increased ZYPREXA S ORAL SEE IMAGE 3 DAY

VALIUM C  
OLFEN (DICLOFENAC SODIUM) C  

5715110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2005 5715110 EXPEDITED (15-DAY) N HO US-
GLAXOSMITHKLINE-
A0516024A

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome PAXIL S ORAL 60MG Per day 5 YR GLAXOSMITHKLINE
Suicide attempt EFFEXOR S  
Chills  
Crying  
Nausea  
Overdose  
Vertigo  
5722920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2005 5722920 EXPEDITED (15-DAY) Y HO HQWYE394905JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 75-150 MG DAILY,

ORAL
 

Hostility  
Psychotic disorder  
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5723525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2005 5723525 EXPEDITED (15-DAY) Y DE FRWYE323907JAN05 90 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Deep vein thrombosis OMEPRAZOLE S ORAL 20 MG 1X PER 1 DAY
ORAL

4 DAY

Pulmonary embolism OFLOXACIN S INTRAVENOUS 200 MG 1X PER 1 DAY
INTRAVENOUS

11 DAY

Pulmonary oedema PERFALGAN S INTRAVENOUS INTRAVENOUS 2 DAY
Respiratory distress FLUINDIONE S ORAL 5 MG 1X PER 1 DAY

ORAL
27 DAY

Gastrointestinal haemorrhage SOLU-MEDROL S INTRAVENOUS 40 MG 1X PER 1 DAY
INTRAVENOUS

4 DAY

Blood pressure systolic decreased LORAZEPAM C  
International normalised ratio increased ASPEGIC C  
Dehydration TIAPRIDAL (TIAPRIDE) C  
Bronchitis NITROGLYCERIN C  
Femur fracture  
5745391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2005 5745391 DIRECT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S CAP  WYETH
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6460621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2005 6460621 EXPEDITED (15-DAY) Y DE,HO JP-
JNJFOC-20050100611

90 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage OFLOXACIN S INTRAVENOUS  
Prothrombin time ratio decreased OMEPRAZOLE S OROPHARINGEAL  
Drug interaction SOLU-MEDROL S INTRAVENOUS  
International normalised ratio increased EFFEXOR S OROPHARINGEAL  
Blood albumin decreased LORAZEPAM C OROPHARINGEAL  
Malnutrition ASPEGIC C OROPHARINGEAL  
Infection TIAPRIDE C OROPHARINGEAL  
Hypotension NITRODERM C  
Haematemesis AUGMENTIN C  
Lung infection AUGMENTIN C  
Dehydration PREVISCAN S OROPHARINGEAL  
Femur fracture PERFALGAN S INTRAVENOUS  
Deep vein thrombosis  
Pulmonary embolism  
Pulmonary oedema  

5425345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5425345 NON-EXPEDITED Y DE 8-96143-017B Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL ORAL; 75 MG 3X PER 1

DAY, ORAL
 

Affect lability  
Hostility  
Overdose  

Page: 975 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5759864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5759864 NON-EXPEDITED N OT HQWYE539521JUN04 84 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic enzyme increased EFFEXOR S ORAL 75 MG 2X PER 1 DAY,

ORAL; SEE IMAGE
 

Hepatitis EFFEXOR S ORAL GRADUALLY
INCREASED, ORAL;

 

5759867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5759867 NON-EXPEDITED N HO HQWYE572022APR04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
5759869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5759869 NON-EXPEDITED N OT HQWYE652630AUG04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 150 MG  
Fatigue  
Feeling jittery  
Irritability  
Nervousness  
Nightmare  
Paraesthesia  
5759870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5759870 NON-EXPEDITED Y DE HQWYE667130AUG04 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S  
Completed suicide UNSPECIFIED INGREDIENT C  
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5759871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5759871 NON-EXPEDITED Y OT HQWYE681524NOV04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperbilirubinaemia EFFEXOR S  

RITUXAN S  
5759872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5759872 NON-EXPEDITED N DE HQWYE696029NOV04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
5759873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5759873 NON-EXPEDITED Y HQWYE714801DEC04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tardive dyskinesia EFFEXOR S  
5759880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5759880 NON-EXPEDITED Y HO HQWYE866502JUL04 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy  
Musculoskeletal stiffness  
Tension  
5761454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761454 NON-EXPEDITED Y OT HQWYE882211FEB04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL ORAL  

WELLBUTRIN SR S ORAL ORAL  
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5761459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761459 NON-EXPEDITED Y OT HQWYE900414MAY04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR S ORAL 225  MG 1X PER 1

DAY, ORAL
 

5761461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761461 NON-EXPEDITED N DE HQWYE928508SEP04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR S  
5761463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761463 NON-EXPEDITED N OT HQWYE933917MAY04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

PREMARIN C  
NAPROSYN C  

5761466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761466 NON-EXPEDITED Y OT HQWYE005413FEB04 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
Agitation  
Confusional state  
Conversion disorder  
Coordination abnormal  
Mania  
Tremor  
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5761468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761468 NON-EXPEDITED Y DE HQWYE014622MAR04 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

5761469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761469 NON-EXPEDITED Y OT HQWYE061526OCT04 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Contusion AMBIEN C  
5761470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761470 NON-EXPEDITED N HO HQWYE081124MAY04 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR S ORAL 3 TABLETS DAILY,

ORAL
 

Furuncle ESTRATEST C  
Cardiac discomfort UNSPECIFIED INGREDIENT C  
5761473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761473 NON-EXPEDITED N HO,OT HQWYE097225MAY04 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL ORAL  

DURAGESIC S TRANSDERMAL 50 UG/HR, 1 IN 72
HOURS,
TRANSDERMAL; 75
UG/HR, 1 IN 72
HOURS,
TRANSDERMAL
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5761476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761476 NON-EXPEDITED Y DS HQWYE157728OCT04 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis exfoliative EFFEXOR S SEE IMAGE  
Insomnia SYNTHROID C  
Breast enlargement  
Breast pain  
Dizziness  
Drug withdrawal syndrome  
5761479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761479 NON-EXPEDITED Y DE HQWYE177723SEP04 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  

LEXAPRO S  
5761481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761481 NON-EXPEDITED Y OT HQWYE186811AUG04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agranulocytosis EFFEXOR S  
Contusion  
Platelet count decreased  
5761482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761482 NON-EXPEDITED Y HO HQWYE225903JUN04 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S OVERDOSE AMOUNT  
Suicide attempt  
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5761484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761484 NON-EXPEDITED N HO HQWYE254230MAR04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  

XANAX C  
TRAZODONE (TRAZODONE) C  
UNSPECIFIED INGREDIENT C  
UNSPECIFIED INGREDIENT C  
SYNTHROID C  

5761654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761654 NON-EXPEDITED N OT HQWYE256520JUL04 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL 200 MG 2X PER 1 DAY,

ORAL
 

Blood cholesterol increased  
Blood potassium increased  
5761660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761660 NON-EXPEDITED Y HO,OT HQWYE305616AUG04 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

NAMENDA S ORAL SEE IMAGE  
EXELON C  
ACTOS C  
UNSPECIFIED INGREDIENT C  
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5761663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761663 NON-EXPEDITED Y HO HQWYE308125FEB04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL "TAPERING FROM 150

MG TO 37.5 MG OVER
PAST SIX MONTHS",
ORAL

 

Vertigo  
5761665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761665 NON-EXPEDITED Y OT HQWYE358605APR04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage EFFEXOR S ORAL ORAL  
5761668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761668 NON-EXPEDITED Y DS,OT HQWYE394223JUL04 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Nausea AMBIEN C  
Vomiting XANAX C  
Anxiety  
Asthenia  
Tremor  
5761669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761669 NON-EXPEDITED Y HO HQWYE476519JAN04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

PAXIL S ORAL 25 MG 1X PER 1 DAY,
ORAL; 50 MG 1X PER 1
DAY, ORAL
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5761670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761670 NON-EXPEDITED N DS HQWYE487516NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 150 MG; ATTEMPTED

TO WEAN OFF
OCCASION; 37 MG 1X
PER 2 DAY

 

Diarrhoea  
Dizziness  
Nausea  
Paraesthesia  
5761681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761681 NON-EXPEDITED N HO HQWYE493117NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR S ORAL SEE IMAGE  
Condition aggravated TOPROL XL (METROPROLOL

SUCCINATE)
C  

Electrocardiogram abnormal  
Palpitations  
5761683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 5761683 NON-EXPEDITED N DS HQWYE513519APR04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
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6047595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2005 6047595 NON-EXPEDITED N HO,OT HQWYE887610DEC04 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR S ORAL SEE IMAGE  

TUMS (CALCIUM CARBONATE/
MAGNESIUM CARBONATE/
MAGNESIUM TRISILICATE)

C  

5704550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5704550 EXPEDITED (15-DAY) Y LT FR-
SOLVAY-00204004423

77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary hypertension PERINDOPRIL ERBUMINE S ORAL Daily dose:  unknown  
Pancytopenia GLICLAZIDE S ORAL Daily dose:  unknown  
Acute myeloid leukaemia PREVISCAN S ORAL Daily dose:  unknown  
Drug ineffective SOTALOL HYDROCHLORIDE S ORAL Daily dose:  unknown  

EFFEXOR S ORAL Daily dose: 200
milligram(s)

 

METFORMIN HYDROCHLORIDE C ORAL Daily dose: 850
milligram(s)

 

VASTEN C ORAL Daily dose: 20 milligram
(s)

 

DIFFU K C ORAL Daily dose:  unknown  
FUROSEMIDE C ORAL Daily dose: 40 milligram

(s)
 

Page: 984 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5716644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5716644 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0364026A

72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Clostridium colitis AUGMENTIN S ORAL 17 DAY GLAXOSMITHKLINE
Haematochezia EFFEXOR S ORAL 37.5MG Twice per day  
Malnutrition HYDROCHLOROTHIAZIDE

\VALSARTAN
S ORAL 1UNIT Per day  

Renal failure XANAX S ORAL .25MG Per day  
Hyponatraemia PRAVASTATIN S ORAL 1UNIT Per day  
Hyperkalaemia  
Hypokalaemia  
5722248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5722248 EXPEDITED (15-DAY) N OT HQWYE422406JAN05 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Alcohol use ALCOHOL (ETHANOL) S  
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5722468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5722468 DIRECT Y OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 150 MGS ONCE DAILY

ORAL
 WYETH

Abortion spontaneous  
Altered visual depth perception  
Anger  
Arthralgia  
Crying  
Depression  
Drug withdrawal syndrome  
Fear  
Feeling abnormal  
Hypoaesthesia  
Lethargy  
Loss of libido  
Maternal exposure during pregnancy  
Mood swings  
Myalgia  
Nerve injury  
Nervous system disorder  
Nightmare  
Panic attack  
Road traffic accident  
Weight increased  
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5722486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5722486 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased EFFEXOR XR S ORAL 75MG  DAILY ORAL  WYETH
Abnormal dreams  
Crying  
Headache  
Hyperhidrosis  
Hypoaesthesia  
Hypophagia  
Nausea  
Unevaluable event  
5722545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5722545 DIRECT N 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 1 PER DAY  WYETH
Asocial behaviour  
Depression  
Paraesthesia  
Self-injurious ideation  
5723489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5723489 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR S ORAL 1 TABLET   DAILY

ORAL
 

Nightmare  
Night sweats  
Weight increased  
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5723693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5723693 EXPEDITED (15-DAY) OT FRWYE344317JAN05 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR S ORAL 37.5 MG IN THE

EVENING
1 DAY

Nausea  
5724162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5724162 EXPEDITED (15-DAY) Y OT DEWYE243930NOV04 57 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY

ORAL; SEE IMAGE
 

Generalised tonic-clonic seizure ACETYLSALICYLIC ACID C  
Delirium BISOPROLOL C  
Toxicity to various agents CIBECEN                   (BENZAPRIL

HYDROCHLORIDE)
C  

5724586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2005 5724586 EXPEDITED (15-DAY) Y OT GRWYE338613JAN05 27 YR Male GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematochezia EFFEXOR S ORAL 225 M G 1X PER 1 DAY

ORAL
24 DAY

Haemorrhoidal haemorrhage XANAX C  
Intestinal haemorrhage  
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5717760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2005 5717760 EXPEDITED (15-DAY) N LT,OT FR-BRISTOL-MYERS
SQUIBB
COMPANY-12802849

77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary hypertension SOTALOL S ORAL  
Acute myeloid leukaemia SOTALOL S ORAL  
Procedural complication METFORMIN HYDROCHLORIDE S  BRISTOL MYERS SQUIBB
Computerised tomogram thorax abnormal PRAVASTATIN S  BRISTOL MYERS SQUIBB
Device ineffective FUROSEMIDE S  

GLICLAZIDE S ORAL  
PREVISCAN S ORAL  
PERINDOPRIL ERBUMINE S ORAL  
EFFEXOR S ORAL 50mg, 200mg day  
POTASSIUM CHLORIDE S  
DEXFENFLURAMINE S  
TRACLEER C As Pulm. HTN persisted

per Echo, dose first
increased to 125mg BID,
then stopped.
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5723468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2005 5723468 DIRECT N DS 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fear EFFEXOR S DAILY  
Apathy  
Confusional state  
Crying  
Feeling abnormal  
Feeling of despair  
Headache  
Impaired work ability  
Insomnia  
Memory impairment  
Mental disorder  
Paranoia  
Rash  
Weight decreased  
5723565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2005 5723565 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 75MG   ONCE DAILY

ORAL
 

Mood swings EFFEXOR S ORAL 25 MG   ONCE DAILY
ORAL

 

Chills  
Insomnia  
Nervous system disorder  
Vertigo  
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5724534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2005 5724534 EXPEDITED (15-DAY) Y HO 2005PK00084 84 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction NEXIUM S ORAL 20 MG BID PO  
Gastrointestinal haemorrhage PHENPROCOUMON S ORAL 3 MG DAILY PO  
Anaemia DICLOFENAC SODIUM S ORAL 75 MG BID PO  
Gastrointestinal ulcer EUTHYROX S ORAL 100 UG DAILY PO  
Gastritis EFFEXOR S ORAL 75 MG BID PO  
Rectal haemorrhage DILATREND C  
Prothrombin time shortened TOREM C  
Duodenal ulcer SERESTA C  
Respiratory failure TRAZODONE HYDROCHLORIDE C  
Obstruction  
5724573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2005 5724573 EXPEDITED (15-DAY) Y DS GBWYE329211JAN05 48 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG 2 X PER 1

DAY, ORAL
 

EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,
ORAL

4 DAY

5725049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2005 5725049 EXPEDITED (15-DAY) Y OT HQWYE464610JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental impairment EFFEXOR XR S ORAL ORAL  
Drug withdrawal syndrome  
Nervous system disorder  
Speech disorder  
Suicidal ideation  
Thought blocking  
Treatment noncompliance  
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4120849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 4120849 EXPEDITED (15-DAY) Y OT HQWYE964018MAR04 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Delirium CIPROFLOXACIN EXTENDED-
RELEASE

S 5 WEEK

Abnormal behaviour DURICEF S  
Neurotoxicity FLAGYL S 5 WEEK
Clostridial infection  
Condition aggravated  
Depression  
Disease recurrence  
Drug interaction  
Feeling of despair  
Post procedural complication  
Suicide attempt  
Unevaluable event  
Urinary tract infection  
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5677660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5677660 EXPEDITED (15-DAY) Y DE,HO 2004AC00748 73 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia CRESTOR S ORAL 40 MG DAILY PO  
Neuroleptic malignant syndrome CRESTOR S ORAL 20 MG DAILY PO  
Rhabdomyolysis REMERON S ORAL 30 MG DAILY PO  
Hyponatraemia EFFEXOR XR S ORAL 150 MG DAILY PO  
Hypokalaemia EFFEXOR XR S ORAL 150 MG PRN PO  
Dehydration PANTOZOL C  
Abdominal pain NORFLOXACIN C  
Respiration abnormal UNSPECIFIED INGREDIENT C  
General physical health deterioration EZETROL C  
Drug interaction ESTRADIOL C  
Infection  
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5690571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5690571 EXPEDITED (15-DAY) Y DS HQWYE464015NOV04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL ONE CAPSULE-ORAL 1 DAY
Chills  
Confusional state  
Disorientation  
Dizziness  
Emotional disorder  
Emotional distress  
Feeling abnormal  
Food aversion  
Gait disturbance  
Hyperhidrosis  
Limb injury  
Local swelling  
Malaise  
Memory impairment  
Pain  
Posture abnormal  
Sedation  
Vertigo  
5711127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5711127 EXPEDITED (15-DAY) Y HO,OT HQWYE023916DEC04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 75 MG 1 X PER 1 DAY,

TRANSPLACENTAL
 

Neonatal disorder VITAMINS NOS C  
Lethargy AMBIEN C  
Dyspnoea  
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5711502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5711502 EXPEDITED (15-DAY) Y OT HQWYE038416DEC04 75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL 75 MG1X PER 1 DAY,

ORAL
 

Swollen tongue ZOCOR C  
Chest discomfort METFORMIN HYDROCHLORIDE C  
Chest pain HYDROCHLOROTHIAZID

(HYDROCHLOROTHIAZIDE)
C  

Throat tightness AMBIEN C  
DIAZEPAM C  
LISINOPRIL C  
ASPIRIN C  

5721474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5721474 EXPEDITED (15-DAY) Y HO,LT,OT GBWYE304423DEC04 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR S ORAL VARIOUS DOSES  
Vomiting ALCOHOL S  
Overdose ASPIRIN\CAFFEINE S  

CITALOPRAM HYDROBROMIDE S  
IBUPROFEN S IBUPROFEN  
PAROXETINE S  

5726927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5726927 EXPEDITED (15-DAY) Y OT GBWYE333612JAN05 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle contractions involuntary EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 54 DAY
Feeling abnormal MIRTAZAPINE (MIRTAZAPINE) C  
Convulsion NORETHISTERONE

(NORETHISTERONE)
C  

Eye movement disorder  
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5726953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5726953 EXPEDITED (15-DAY) Y DS NLWYE317906JAN05 65 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
91 DAY

Balance disorder EFFEXOR XR S 67 DAY
DIPIPERON (PIPAMPERONE) C  
LORAMET (LORMETAZEPAM) C  
LITHIUM CARBONATE C  
LORAZEPAM C  

5727442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5727442 EXPEDITED (15-DAY) Y HO 2005PK00082 76 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure SEROQUEL S ORAL 200 MG DAILY PO  
Atrial flutter VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG DAILY PO  
Supraventricular tachycardia SOLIAN C  
Pleural effusion  
Troponin I increased  
5727650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5727650 EXPEDITED (15-DAY) Y HO,OT FRWYE334212JAN05 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL ORAL 1 DAY
Coma LOXAPAC S ORAL ORAL 1 DAY
Mydriasis AMISULPRIDE S ORAL ORAL 1 DAY
Hypothermia VALIUM C  
Circulatory collapse NOCTAMID (LORMETAZEPAM) C  
Blood pressure diastolic decreased  
Blood pressure systolic decreased  
Hyponatraemia  
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5728254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5728254 EXPEDITED (15-DAY) Y OT PTWYE356420JAN05 Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lower gastrointestinal haemorrhage EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  
5728448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2005 5728448 EXPEDITED (15-DAY) N DS HQWYE590012JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  

3989747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2005 3989747 EXPEDITED (15-DAY) Y HO,DS HQWYE258229JUL03 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL SEE IMAGE  
Accommodation disorder  
Activities of daily living impaired  
Anxiety  
Arthralgia  
Back pain  
Bipolar I disorder  
Bipolar II disorder  
Bradycardia  
Burning sensation  
Chronic fatigue syndrome  
Confusional state  
Coordination abnormal  
Crying  
Delusional disorder, somatic type  
Depersonalisation  
Depressed mood  
Depression  
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3989747
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention  
Drug hypersensitivity  
Drug withdrawal syndrome  
Dry mouth  
Dysarthria  
Dyskinesia  
Dysphoria  
Dyspnoea  
Dysstasia  
Fear  
Feeling abnormal  
Feeling jittery  
Gait disturbance  
General physical condition abnormal  
Hot flush  
Hypoaesthesia  
Hypomania  
Impaired driving ability  
Irritable bowel syndrome  
Mania  
Memory impairment  
Mental status changes  
Motion sickness  
Multiple sclerosis  
Muscle spasms  
Muscle spasticity  
Muscle tightness  
Muscle twitching  
Muscular weakness  
Musculoskeletal stiffness  
Nausea  
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3989747
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuropathy peripheral  
Pain in extremity  
Panic attack  
Personality change  
Phobia  
Pollakiuria  
Polyneuropathy  
Psychiatric symptom  
Respiratory rate increased  
Restless legs syndrome  
Somatisation disorder  
Speech disorder  
Suicidal ideation  
Tachycardia  
Tearfulness  
Thinking abnormal  
Tremor  
Vision blurred  
Visual impairment  
Weight decreased  
5727156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2005 5727156 EXPEDITED (15-DAY) Y HO GBWYE350118JAN05 62 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic stroke EFFEXOR S SEE IMAGE  

BENDROFLUMETHIAZIDE C  
SIMVASTATIN C  
TOLTERODINE (TOLTERODINE) C  
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5727157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2005 5727157 EXPEDITED (15-DAY) Y HO,OT FRWYE351118JAN05 64 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mononeuropathy multiplex EFFEXOR S ORAL ORAL 49 DAY
5727243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2005 5727243 EXPEDITED (15-DAY) Y HO GBWYE037213SEP04 60 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL; 150 MG 1X PER
1 DAY ORAL

 

Toxicity to various agents LITHIUM CARBONATE S ORAL 600 MG 1X PER 1 DAY
ORAL

 

Haemoglobin decreased OLANZAPINE (OLANZAPINE) C  
ZOPICLONE C  
NU-SEALS ASPIRIN
(ACETYLSALICYLIC ACID)

C  

ISTIN (AMLODIPINE BESILATE) C  
CARDURA XL (DOXAZOSIN
MESILATE)

C  

ATENOLOL (ATENOLOL) C  
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5712562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2005 5712562 EXPEDITED (15-DAY) Y LT,OT FR-2004-037164 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary hypertension SOTALOL HYDROCHLORIDE S  
Dyspnoea GLICLAZIDE S ORAL ORAL  
Acute myeloid leukaemia FUROSEMIDE (FUROSEMIDE) S ORAL 40 MG, ORAL  
Drug ineffective FLUINDIONE S ORAL 20 MG, ORAL  
Pancytopenia PERINDOPRIL ERBUMINE S ORAL 4 MG, ORAL  

EFFEXOR S ORAL 200 MG, 1X/DAY, ORAL  
METFORMIN HYDROCHLORIDE S 850 MG  
PRAVASTATIN S 20 MG  
POTASSIUM CHLORIDE S  
DEXFENFLURAMINE S  

5722102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2005 5722102 EXPEDITED (15-DAY) Y HO,OT PHRM2005FR00545 72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Clostridium colitis HYDROCHLOROTHIAZIDE

\VALSARTAN
S ORAL  NOVARTIS

Haematochezia AUGMENTIN S ORAL 24480 MIN
Diarrhoea EFFEXOR S ORAL 37.5 mg, BID  
Renal failure acute XANAX S ORAL 0.25 mg, QD  
Hyponatraemia PRAVASTATIN SODIUM S ORAL 1 DF, QD  
Bronchitis  
Dehydration  
Hypokalaemia  
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5727107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2005 5727107 EXPEDITED (15-DAY) Y DE,HO FRWYE347017JAN05 45 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S ORAL 37.5 MG 2 X PER 1

DAY
 

Hypertension OXAZEPAM S ORAL 50 MG 3X PER 1 SAY  
Cardiac arrest STABLON(TIANEPTINE, TABLET,

0)
S ORAL 3 TABLET 1X PER 1

DAY
 

5729372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2005 5729372 DIRECT N HO,LT,RI 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL DAILY  ORALLY   ORAL  WYETH
Aggression  
Condition aggravated  
Insomnia  
Irritability  
Mental disorder  
Suicidal ideation  
Thinking abnormal  

5701844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2005 5701844 EXPEDITED (15-DAY) Y HO,LT,OT US-
GLAXOSMITHKLINE-
A0538289A

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis ADVAIR DISKUS S INHALATION 1PUFF Twice per day 37 WEEK GLAXOSMITHKLINE
Pain EFFEXOR S ORAL 150MG Twice per day 606 DAY
Asthenia XANAX C ORAL .5MG As required  
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5722591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2005 5722591 EXPEDITED (15-DAY) Y HO AU-
JNJFOC-20050104431

38 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction TRAMADOL HYDROCHLORIDE S UNKNOWN  

PARACETAMOL C UNKNOWN  
VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
DICLOFENAC SODIUM S UNKNOWN  

5730267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2005 5730267 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Abnormal behaviour  
Activities of daily living impaired  
Condition aggravated  
Depression  
Feeling abnormal  
Hypoaesthesia  
Impaired work ability  
Mania  
Paraesthesia  
Thinking abnormal  
Weight increased  
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5730547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2005 5730547 EXPEDITED (15-DAY) Y DE 2005016149 90 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism SOLU-MEDROL S INTRAVENOUS 40 MG (40 MG, DAILY),

INTRAVENOUS
 

Pulmonary oedema VENLAFAXINE HYDROCHLORIDE S  
Respiratory failure ACETAMINOPHEN S INTRAVENOUS INTRAVENOUS  
Melaena FLUINDIONE S ORAL 5 MG (20 MG, DAILY),

ORAL
 

International normalised ratio increased OMEPRAZOLE S ORAL 20 MG (20 MG, DAILY),
ORAL

 

Malnutrition OFLOXACIN S INTRAVENOUS 200 MG (MG, DAILY),
INTRAVENOUS

 

Infection LORAZEPAM C  
Blood albumin decreased ASPIRIN C  
Haematemesis NITROGLYCERIN C  
Superinfection TIAPRIDE           (TIAPRIDE) C  
Dehydration CLAVULANIC ACID

(CLAVULANIC ACID)
C  

Bronchitis  
Deep vein thrombosis  
Femur fracture  
5730625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2005 5730625 DIRECT Y HO 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 225   DAILY   ORAL  WYETH
Blood pressure increased STRATTERA S ORAL 40   DAILY   ORAL  ELI LILLY AND CO
Hepatic enzyme increased  
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5703531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2005 5703531 EXPEDITED (15-DAY) Y DS NLWYE273310DEC04 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatomyositis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Antinuclear antibody positive  
Blood creatine phosphokinase increased  
5728548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2005 5728548 EXPEDITED (15-DAY) Y HO,OT BEWYE360421JAN05 58 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 75 MG 2X PER 1 DAY 19 DAY
Osmotic demyelination syndrome LASIX C  
Bradyphrenia ALDACTAZINE C  
Affect lability ATENOLOL (ATENOLOL) C  
Blood potassium decreased  
Disturbance in attention  
Fatigue  
5731064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2005 5731064 EXPEDITED (15-DAY) Y OT HQWYE474915APR04 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Abortion spontaneous EFFEXOR XR S ORAL ORAL  
Intentional product misuse WELLBUTRIN XL (BUPROPION

HYDROCHLORIDE)
C  

Anxiety  
Treatment noncompliance  
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5731265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2005 5731265 EXPEDITED (15-DAY) Y HO,OT FRWYE357720JAN05 72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Clostridium colitis EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY  

AUGMENTIN ORAL S ORAL 17 DAY
HYDROCHLOROTHIAZIDE
\VALSARTAN

S ORAL  

PRAVASTATIN SODIUM S ORAL 1 DOSE 1X PER 1 DAY  
XANAX S ORAL 0.25 MG 1X PER 1 DAY  

5731539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2005 5731539 EXPEDITED (15-DAY) Y LT HQWYE777807DEC04 61 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Electrocardiogram abnormal LITHIUM (LITHIUM) C  
Suicidal ideation VALPROATE SODIUM C  
Depression DIAZEPAM C  
Myocardial ischaemia NARAMIG (NARATRIPTAN

HYDROCHLORIDE)
C  

QRS axis abnormal  

5725267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2005 5725267 EXPEDITED (15-DAY) Y OT US-
GLAXOSMITHKLINE-
A0541320A

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion WELLBUTRIN S ORAL 450MG Per day  GLAXOSMITHKLINE
Photopsia EFFEXOR S  
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5727085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2005 5727085 EXPEDITED (15-DAY) Y HO,OT DEWYE344217JAN05 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 6 CAPSULES 150MG

EACH ORAL
1 DAY

Tachycardia ALCOHOL S ORAL 3 GLASSES OF
SPARKLING WINE AND
1 BOTTLE OF WINE
ORAL

1 DAY

5727266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2005 5727266 EXPEDITED (15-DAY) Y DE,HO,LT BEWYE271609DEC04 82 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute myeloid leukaemia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
145 DAY

Petechiae SOTALOL HYDROCHLORIDE C  
Platelet count decreased APOCARD (FLECAINIDE

ACETATE)
C  

ASPIRIN C  
5736783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2005 5736783 DIRECT N OT 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1   CAPSULE   ORAL  WYETH
Paraesthesia MULTI-VITAMIN C  
Disturbance in attention  
Feeling drunk  
Gait disturbance  
Headache  
Medication error  
Memory impairment  
Nausea  
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5724945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2005 5724945 EXPEDITED (15-DAY) HO,OT HQWYE434107JAN05 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S TRANSPLACENTAL  
Caesarean section  
Exposure during breast feeding  
Feeding disorder neonatal  
Feeling jittery  
Hypertonia neonatal  
Hypoglycaemia neonatal  
Irritability  
Maternal exposure during pregnancy  
Neonatal disorder  
Premature baby  
Restlessness  
Tremor neonatal  
5733890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2005 5733890 EXPEDITED (15-DAY) Y OT HQWYE807824JAN05 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL ORAL  

LAMISIL S  
5733903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2005 5733903 EXPEDITED (15-DAY) Y HO,DS,OT BEWYE372726JAN05 52 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  

LORAMET (LORMETAZEPAM) C  
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5733912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2005 5733912 EXPEDITED (15-DAY) Y OT DEWYE359821JAN05 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Procedural haemorrhage VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  

MIRTAZAPINE S ORAL SEE IMAGE  
5734123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2005 5734123 EXPEDITED (15-DAY) Y HO,OT 2005-00207 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LOXITANE S ORAL ORAL  
Coma EFFEXOR S ORAL ORAL  
Mydriasis AMISULPRIDE S  
Hypothermia VALIUM C  
Circulatory collapse NOCTAMID (LORMETAZEPAM) C  
Blood pressure diastolic decreased  
Blood pressure systolic decreased  
Body temperature decreased  
Hyponatraemia  
5735062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2005 5735062 EXPEDITED (15-DAY) N DE,HO 2005AL000249 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective SERAX S ORAL 50 MG;TID;PO  ALPHAPHARM
Hypertension EFFEXOR S ORAL SEE IMAGE  
Cardiac arrest STABLON (<NULL>) S ORAL X1;PO  
Sudden death  
5736828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2005 5736828 DIRECT N OT Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 150MG   DAY  
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5667115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2005 5667115 EXPEDITED (15-DAY) Y OT GBWYE082101OCT04 80 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscular weakness EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Muscle atrophy RAMIPRIL C  
Arthropathy CLOBETASONE (CLOBETASONE) C  

CO-PROXAMOL
(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

DICLOFENAC SODIUM C  
ACETAMINOPHEN C  
ALLOPURINOL C  
BALNEUM PLUS
(LAUROMACROGOL 400/SOYA
OIL)

C  

CALMURID (BETAINE/ LACTIC
ACID/ UREA)

C  

CLOTRIMAZOLE C  
5734363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2005 5734363 EXPEDITED (15-DAY) Y HO 2005PK00155 19 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Micturition disorder SEROQUEL S ORAL 400 MG DAILY PO  
Urinary retention EFFEXOR S ORAL 225 MG DAILY PO  
Condition aggravated  
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5734599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2005 5734599 EXPEDITED (15-DAY) HO,OT HQWYE031016DEC04 59 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Major depression EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
115 DAY

Disease recurrence HALCION C  
FLURAZEPAM C  
CLONAZEPAM C  
GLUCOBAY C  
TRANDATE C  

5736107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2005 5736107 DIRECT Y OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen false positive EFFEXOR XR S PO  
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5736130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2005 5736130 DIRECT Y HO,LT 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR XR S ORAL 300MG   DAY    ORAL  
Abnormal behaviour  
Activities of daily living impaired  
Confusional state  
Crying  
Depressed level of consciousness  
Depressed mood  
Depression  
Disorientation  
Inappropriate affect  
Laceration  
Lethargy  
Morbid thoughts  
Mydriasis  
Personality change  
Post-traumatic stress disorder  
Restlessness  
Somnambulism  
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6425819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2005 6425819 EXPEDITED (15-DAY) Y HO 6012637 84 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage LEVOTHYROXINE SODIUM S ORAL 100 MCG (1 IN 1 D)

ORAL
 

Anaemia MARCUMAR S ORAL 3 MG, AS NECESSARY
ORAL

 

Gastrointestinal ulcer DICLOFENAC S ORAL 150,0000 MG (75 MG, 2
IN 1 D) ORAL

 

Gastritis NEXIUM S ORAL 40,000 MG (20 MG, 2 IN
1 D) ORAL

 

Drug interaction EFFEXOR S ORAL 150,0000 MG (75 MG, 2
IN 1 D) ORAL

 

Prothrombin time prolonged CARVEDILOL C  
Creatinine renal clearance increased TOREM  (TORASEMIDE) C  
Duodenal ulcer OXAZEPAM C  
Histology abnormal TRITTICO  (TRAZODONE

HYDROCHLORIDE)
C  

Inflammation  
Obstruction  
Respiratory failure  

5709388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2005 5709388 EXPEDITED (15-DAY) Y OT GBWYE289117DEC04 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cleft lip and palate EFFEXOR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Congenital anomaly  
Ear malformation  
Maternal exposure during pregnancy  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5735815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2005 5735815 EXPEDITED (15-DAY) Y HO,OT SEWYE377828JAN05 Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin ulcer EFFEXOR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

SOBRIL (OXAZEPAM) C  
5735871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2005 5735871 EXPEDITED (15-DAY) Y HO,OT DEWYE371426JAN05 79 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Depressed level of consciousness  
Parkinsonism  
Toxicity to various agents  
5735934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2005 5735934 EXPEDITED (15-DAY) N OT GBWYE377327JAN05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR XR S ONE CAPSULE  
Abasia  
Aphasia  
Blindness  
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Detailed Report
5729075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2005 5729075 EXPEDITED (15-DAY) Y OT CA-
GLAXOSMITHKLINE-
A0525351A

39 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypernatraemia PAXIL S ORAL 20MG Per day  GLAXOSMITHKLINE
Blood potassium increased ZOLOFT S ORAL 50MG Per day  

EFFEXOR S ORAL 75MG Per day  
UNSPECIFIED INGREDIENT C  
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Detailed Report
5735918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2005 5735918 EXPEDITED (15-DAY) Y HO FRWYE966411AUG04 24 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure acute EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Muscle spasms FLUPENTIXOL
DIHYDROCHLORIDE

S ORAL 1 DOSE 1X PER 1 DAY
ORAL

 

Hyperhidrosis ZYPREXA C  
Tachypnoea LYSANXIA (PRAZEPAM) C  
Blood bicarbonate decreased  
Blood creatine phosphokinase increased  
Blood sodium decreased  
Chest pain  
Condition aggravated  
Convulsion  
Dyskinesia  
Haemodialysis  
Hypertension  
Microcytic anaemia  
Muscle spasms  
Tubulointerstitial nephritis  
Urine analysis abnormal  
Weight increased  
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Detailed Report
5736887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2005 5736887 EXPEDITED (15-DAY) Y HO DEWYE381931JAN05 54 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impulse-control disorder VENLAFAXINE HYDROCHLORIDE S 150 MG DAILY  
Catatonia  
Elevated mood  
Incoherent  
Loose associations  
Perseveration  
Speech disorder  
Stereotypy  
Stupor  
Thinking abnormal  
5736906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2005 5736906 EXPEDITED (15-DAY) Y DS GBWYE379828JAN05 88 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness unilateral EFFEXOR S ORAL 20 MG 2X PER 1 DAY 8 DAY
Angle closure glaucoma CLOPIDOGREL BISULFATE C  

AMLODIPINE C  

5654283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2005 5654283 EXPEDITED (15-DAY) Y OT NLWYE064424SEP04 41 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus EFFEXOR XR S ORAL SEE IMAGE  
Intervertebral disc protrusion VITAMIN B (VITAMIN B) C  
Dysarthria  
Hyperacusis  

Page: 1,017 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data
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Detailed Report
5665160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2005 5665160 EXPEDITED (15-DAY) Y OT HQWYE136421SEP04 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL SEE IMAGEL  
Feeling abnormal VITAMINS NOS C  
Crying  
Dizziness  
Drug withdrawal syndrome  
Haemorrhage in pregnancy  
Maternal exposure during pregnancy  
Nausea  
Placenta praevia  
Tinnitus  
Vertigo  
5733959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2005 5733959 EXPEDITED (15-DAY) Y HO DEWYE354919JAN05 66 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Ballismus QUILONUM - SLOW RELEASE

(LITHIUM CARBONATE)
C  

Overdose REMERGIL (MIRTAZAPINE) C  
Antipsychotic drug level below therapeutic  
Muscle twitching  
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Detailed Report
5739698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2005 5739698 EXPEDITED (15-DAY) Y OT PTWYE380828JAN05 39 YR Male PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Ejaculation disorder  
Pain  
Priapism  
5740063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2005 5740063 EXPEDITED (15-DAY) DS HQWYE904027JAN05 Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Balance disorder  
Cardiac flutter  
Nausea  
Tremor  
Vertigo  
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Detailed Report
5740089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2005 5740089 EXPEDITED (15-DAY) Y HO GBWYE386701FEB05 55 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR S ORAL 225MG 7 DAY
Confusional state THIAMINE (THIAMINE) C  
Asthenia BISOPROLOL FUMARATE C  
Disorientation CO-CODAMOL (CODEINE

PHOSPHATE/PARACETAMOL)
C  

Lacunar infarction LANSOPRAZOLE
(LANSOPRAZOLE)

C  

Hemiparesis RABEPRAZOLE SODIUM C  
CHLORDIAZEPOXIDE C  
DISULFIRAM C  
VITAMIN B COMPLEX C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

5741322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2005 5741322 EXPEDITED (15-DAY) Y HO 2005018822 72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematochezia XANAX S ORAL 0.25 MG (0.25 MG,

DAILY), ORAL
 

Clostridium colitis AMOXICILLIN\CLAVULANATE
POTASSIUM

S ORAL ORAL  

Renal failure VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG (37.5 MG, BID),
ORAL

 

Malnutrition DIOVAN HCT S ORAL (DAIL), ORAL  
PRAVASTATIN S ORAL 1 DF (DAILY), ORAL  
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Freedom of Information Act (FOIA) 

Detailed Report
5741454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2005 5741454 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photopsia EFFEXOR XR S 1 CAPSULE   DAILY

OTHER
 WYETH

Balance disorder  
Chills  
Coordination abnormal  
Crying  
Depression  
Disturbance in attention  
Mood swings  
Tinnitus  

5724171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2005 5724171 EXPEDITED (15-DAY) Y OT ESWYE337113JAN05 32 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility male VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

5727990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2005 5727990 EXPEDITED (15-DAY) Y HO,OT DEWYE344517JAN05 27 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed level of consciousness VENLAFAXINE HYDROCHLORIDE S ORAL 18 TABLETS

(OVERDOSE AMOUNT:
1350 MG) ORAL

1 DAY

Fatigue ZOPICLONE C ORAL 10 TABLETS
(OVERDOSE AMOUNT:
75 MG) ORAL

1 DAY

Intentional overdose  
Mydriasis  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5741265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2005 5741265 EXPEDITED (15-DAY) Y OT GBWYE150327OCT04 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome  
Suicide attempt  
Treatment noncompliance  
5741995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2005 5741995 EXPEDITED (15-DAY) Y OT HQWYE804524JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, auditory EFFEXOR XR S ORAL ORAL  
Hallucination, tactile LAMICTAL S ORAL SEE IMAGE 2 WEEK
Drug interaction  
5743413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2005 5743413 DIRECT N HO,LT,RI 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paradoxical drug reaction EFFEXOR XR S 1 DOSE PER DAY  WYETH
Mental disorder TRAZODONE S 1 DOSE PER DAY  BARR
Malaise  
Suicide attempt  
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Detailed Report
5681893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5681893 EXPEDITED (15-DAY) Y DE HQWYE165129OCT04 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic pain EFFEXOR S ORAL 150 MG TWICE DAILY

AND 75 MG AT HS,
ORAL

 

Back pain MORPHINE SULFATE S INTRAMUSCULAR 20 MG 1X PER 1 TOT,
INTRAMUSCULAR

 

Pulmonary oedema SEROQUEL S 100 MG 1X PER 1 DAY  
Cardiac failure VICODIN S  
Cardiomegaly TRAZODONE (TRAZODONE) C  
Drug interaction TOPAMAX C  
Nausea FLEXERIL C  
Vomiting ZETIA C  
Dilatation ventricular SINGULAIR C  
Electrocardiogram QT prolonged METFORMIN HYDROCHLORIDE C  
Drug level increased ACTOS C  
Costovertebral angle tenderness COZAAR C  
Ureteral stent insertion LOVASTATIN C  
Blood chloride increased  
Blood glucose increased  
Blood osmolarity increased  
Drug screen positive  
Hepatic steatosis  
Obesity  
5696269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5696269 EXPEDITED (15-DAY) Y OT HQWYE714101DEC04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR XR S  
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Detailed Report
5701306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5701306 EXPEDITED (15-DAY) OT GBWYE261907DEC04 28 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic pain EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY

ORAL
4 DAY

Renal pain DICLOFENAC SODIUM C  
Abdominal pain  
Rectal haemorrhage  
Treatment noncompliance  
Visual impairment  
5728240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5728240 EXPEDITED (15-DAY) OT HQWYE629413JAN05 29 YR Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Suicidal ideation EFFEXOR XR S ORAL 75 MG, ORAL  
5728785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5728785 EXPEDITED (15-DAY) Y HO HQWYE799024JAN05 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal disorder EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY

ORAL; SEE IMAGE
 

Dizziness EFFEXOR S ORAL 75 MG IN THE
MORNING AND 150 MG
AT NIGHT,ORAL

 

Orthostatic hypotension  
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Detailed Report
5733443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5733443 EXPEDITED (15-DAY) Y HO AT-GLAXOSMITHKLINE-
B0369754A

73 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anuria LAMOTRIGINE S ORAL 36 DAY GLAXOSMITHKLINE

VENLAFAXINE HYDROCHLORIDE S ORAL 31 DAY
MIRTAZAPINE S ORAL 60MG Per day  
QUETIAPINE S ORAL  
ALPRAZOLAM C ORAL 13 DAY
TAMSULOSIN HYDROCHLORIDE C ORAL .4MG Per day  
LACTULOSE C ORAL  
PAROXETINE HYDROCHLORIDE C UNKNOWN 60MG per day  GLAXOSMITHKLINE
NORTRIPTYLINE
HYDROCHLORIDE

C ORAL 50MG per day 14 DAY

5738917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5738917 EXPEDITED (15-DAY) Y LT,OT SEWYE385331JAN05 35 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia unawareness EFFEXOR S ORAL 150 MG 1 X PER 1

DAY, ORAL
22 DAY

Blood glucose decreased INSULIN NOS C  
5741417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5741417 EXPEDITED (15-DAY) Y HO,OT HQWYE912127JAN05 53 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Agitation  
Amnesia  
Blood ethanol increased  
Blood pressure decreased  
Disorientation  
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Detailed Report
5741417
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Generalised tonic-clonic seizure  
Heart rate increased  
Hyperhidrosis  
Hyperthermia  
Hypoxia  
Intentional overdose  
Lethargy  
Leukocytosis  
Metabolic acidosis  
Miosis  
Muscle contractions involuntary  
Muscle rigidity  
Myoclonus  
Neuroleptic malignant syndrome  
Pneumonia aspiration  
Pupillary reflex impaired  
Pyrexia  
Respiratory depression  
Respiratory rate decreased  
Serotonin syndrome  
Suicide attempt  
Tachypnoea  
White blood cell count increased  
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Detailed Report
5742553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5742553 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chills EFFEXOR XR S ORAL 225 MG   1 X DAY

ORAL
 WYETH

Confusional state  
Nervous system disorder  
Night sweats  
5744255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 5744255 DIRECT Y OT 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia EFFEXOR XR S ORAL 1 CAPSULE BY MOUTH

DAILY
 WYETH

Mononeuritis  
No therapeutic response  
6048567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2005 6048567 EXPEDITED (15-DAY) OT HQWYE011301FEB05 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brugada syndrome EFFEXOR XR S ORAL ORAL  
Extrasystoles  
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Detailed Report
5656467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2005 5656467 EXPEDITED (15-DAY) Y DE 2004AL000960 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DIPHENHYDRAMINE

HYDROCHLORIDE
S ORAL PO  ALPHAPHARM

Loss of consciousness HYDRAMINE S ORAL PO  ALPHAPHARM
Cardiac arrest PAROXETINE HYDROCHLORIDE S ORAL PO  
Electrocardiogram ST segment elevation VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Intentional overdose ALCOHOL S ORAL PO  
Blood pressure diastolic decreased RISPERIDONE S ORAL PO  
Heart rate increased  
5656469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2005 5656469 EXPEDITED (15-DAY) Y DE 2004AL000836 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma PHENYTOIN S ORAL PO  ALPHAPHARM
Rhabdomyolysis PHENOBARBITAL S ORAL PO  ALPHAPHARM
Pneumonia aspiration PHENOBARBITAL S ORAL PO  PUREPAC
Convulsion LAMOTRIGINE S PO  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Intentional overdose  
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Detailed Report
5657075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2005 5657075 EXPEDITED (15-DAY) Y DE 2004AL000570 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide KADIAN S ORAL PO  ALPHAPHARM
Overdose TRAZODONE HYDROCHLORIDE S ORAL PO  PUREPAC
Cardio-respiratory arrest UNSPECIFIED INGREDIENT S ORAL PO  
Pupil fixed DIAZEPAM S ORAL PO  PUREPAC
Cardiac arrest RISPERIDONE S ORAL PO  

LEVODOPA S ORAL PO  
CYCLOBENZAPRINE
HYDROCHLORIDE

S ORAL PO  

TRIHEXYPHENIDYL
HYDROCHLORIDE

S ORAL PO  

PROPOXYPHENE S ORAL PO  
VENLAFAXINE HYDROCHLORIDE S ORAL PO  
GABAPENTIN S ORAL PO  

5657571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2005 5657571 EXPEDITED (15-DAY) Y DE 2004AL000715 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose KADIAN S ORAL PO  ALPHAPHARM
Drug abuser VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Cardio-respiratory arrest COCAINE S ORAL PO  
Coma CODEINE S ORAL PO  
Contusion UNSPECIFIED INGREDIENT S ORAL PO  
Pneumonia aspiration  
Pulmonary congestion  
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Detailed Report
5733911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2005 5733911 EXPEDITED (15-DAY) Y DE US-
GLAXOSMITHKLINE-
B0349817A

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUPROPION S ORAL  GLAXOSMITHKLINE
Cardio-respiratory arrest TOPIRAMATE S ORAL  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL  
Intentional overdose OLANZAPINE S ORAL  
5740936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2005 5740936 EXPEDITED (15-DAY) Y HO GBWYE780325MAY04 19 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR S ORAL 37.5MG FREQUENCY

UNKNOWN ORAL
 

Maternal exposure during pregnancy  
5743678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2005 5743678 EXPEDITED (15-DAY) Y HO HQWYE948528JAN05 81 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL; 37.5 MG 1X PER
1 TOT, ORAL

 

Confusional state SINEMET C  
Status epilepticus SYNTHROID C  
Hypotension PRILOSEC C  
Depressed level of consciousness ATENOLOL (ATENOLOL) C  
Drug withdrawal syndrome COZAAR C  

METOPROLOL TARTRATE C  
PREVACID C  
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Detailed Report
6089413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2005 6089413 EXPEDITED (15-DAY) N OT HQWYE508411JAN05 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Activities of daily living impaired  
Drug dependence  
Drug withdrawal syndrome  
Pallor  
Treatment noncompliance  

5656334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5656334 EXPEDITED (15-DAY) Y DE 2004AL000788 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VERAPAMIL HYDROCHLORIDE S ORAL PO  PUREPAC
Overdose COCAINE S INHALATION INH  
Coma VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Hypotension CYCLOBENZAPRINE

HYDROCHLORIDE
S ORAL PO  

Bradycardia ZOLPIDEM S ORAL PO  
Cardio-respiratory arrest  
Drug abuser  
No therapeutic response  
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5656435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5656435 EXPEDITED (15-DAY) Y DE 2004AL000841 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PROPOXYPHENE

HYDROCHLORIDE AND
ACETAMINOPHEN

S ORAL PO  

Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Restlessness HYDROXYZINE S ORAL PO  
Dysarthria ALPRAZOLAM C  
Hypotension CYCLOBENZAPRINE

HYDROCHLORIDE
C  

Heart rate decreased VALSARTAN C  
Cold sweat LEVOTHYROXINE C  
Heart rate increased TRAMADOL HYDROCHLORIDE C  
Cardiac arrest FENTANYL C  
Depressed level of consciousness FLUOXETINE C  

RALOXIFENE HYDROCHLORIDE C  
ESTROGENS C  
RABEPRAZOLE C  

Page: 1,032 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5656600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5656600 EXPEDITED (15-DAY) Y DE,HO 2004AL000717 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PROPOXYPHENE NAPSYLATE

AND ACETAMINOPHEN
S ORAL PO  PUREPAC

Coma VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Body temperature decreased  
Cardiac arrest  
Heart rate increased  
Hypoxic-ischaemic encephalopathy  
Intentional overdose  
Respiratory arrest  
Toxicity to various agents  
5656630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5656630 EXPEDITED (15-DAY) Y DE 2004AL000535 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser ALPRAZOLAM S ORAL PO  PUREPAC
Cardio-respiratory arrest METHADONE HYDROCHLORIDE S ORAL PO  
Toxicity to various agents OLANZAPINE S ORAL PO  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL PO  
5656697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5656697 EXPEDITED (15-DAY) Y DE,HO 2004AL000713 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose CLONIDINE HYDROCHLORIDE S ORAL PO  PUREPAC
Aspiration VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Completed suicide MIRTAZAPINE S ORAL PO  
Coma COCAINE S  
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Detailed Report
5656697
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion CANNABIS SATIVA SUBSP.

INDICA TOP
S  

Aggression CHARCOAL, ACTIVATED S  
Ventricular fibrillation AMPHETAMINE C  
Acidosis  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood creatine phosphokinase increased  
Blood creatinine increased  
Bronchopneumonia  
Cardiac arrest  
Drug screen positive  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Electrolyte imbalance  
Glucose urine present  
Haematuria  
Haemodialysis  
Haemorrhage  
Heart rate decreased  
Hyperglycaemia  
Hypotension  
Hypoxia  
Hypoxic-ischaemic encephalopathy  
International normalised ratio increased  
Multi-organ failure  
Mydriasis  
Myocardial infarction  
Papillary muscle haemorrhage  
Proteinuria  
Prothrombin time prolonged  
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5656697
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pupil fixed  
Sinus tachycardia  
Supraventricular tachycardia  
Troponin increased  
Ventricular tachycardia  
White blood cell count decreased  
5724578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5724578 EXPEDITED (15-DAY) Y OT FRWYE328410JAN05 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Drug ineffective  
Major depression  
5725047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5725047 EXPEDITED (15-DAY) Y OT HQWYE465610JAN05 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 37.56 MG "THE NEXT

DAY AND SO FORTH"
 

Homicidal ideation CELEXA S  
Drug interaction  
5744146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5744146 EXPEDITED (15-DAY) Y HO 2004097804 50 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension CELEBREX S ORAL 800 MG(400 MG, 2 IN 1

D), ORAL
 

VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG (75 MG,1 IN 1
D), ORAL

1 YR

EPOETIN ALFA S SUBCUTANEOUS 40000 I.U. (40000 I.U.,
1D) SUBCUTANEOUS
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5744429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5744429 EXPEDITED (15-DAY) Y OT FRWYE400504FEB05 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Drug ineffective  
Prurigo  
Pruritus  
Scar  
Skin ulcer  
5744451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5744451 EXPEDITED (15-DAY) Y OT HQWYE075503FEB05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR XR S ORAL 150 MG (FREQUENCY

UNSPECIFIED) ORAL
 

5744718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2005 5744718 DIRECT N OT Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S  WYETH
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5740499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2005 5740499 EXPEDITED (15-DAY) Y DE,HO SEWYE389101FEB05 42 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular fibrillation EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Myocarditis ATENOLOL (ATENOLOL) C  
Ventricular tachycardia ASPIRIN C  
Bradycardia  
Chest pain  
Electrocardiogram ST segment abnormal  
Hepatic steatosis  
Hepatomegaly  
Muscle spasms  
Pulseless electrical activity  
Syncope  
5744651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2005 5744651 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL 75MG  DAY ORAL  WYETH
Drug ineffective  
Lethargy  
Product quality issue  
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5744664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2005 5744664 DIRECT N LT,OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL 1 DAILY  ORAL  WYETH
Crying  
Drug abuser  
Drug withdrawal syndrome  
Eating disorder  
Mood swings  
Nightmare  
Paraesthesia  
Paranoia  
Social avoidant behaviour  
Suicidal ideation  
5744900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2005 5744900 DIRECT N HO,LT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR S ORAL 1 X PER DAY PO/

SUMMER '03-SPRING
'04

 

5745789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2005 5745789 EXPEDITED (15-DAY) N OT HQWYE038002FEB05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
 

Drug withdrawal syndrome  
Influenza  
Medication error  
Paraesthesia  
Tremor  
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7110959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2005 7110959 EXPEDITED (15-DAY) Y HO HQWYE798424JAN05 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S SEE IMAGE  
Condition aggravated SEROQUEL S  
Dizziness WELLBUTRIN XL C  
Headache DEPAKOTE C  
Nausea LAMICTAL C  
Myalgia RISPERDAL C  
Agitation  
Coordination abnormal  
Diarrhoea  
Drug withdrawal syndrome  
Hypomania  
Illusion  
Irritability  
Panic attack  
Suicidal ideation  

4088754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 4088754 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0432317A

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus LAMICTAL S ORAL 25MG Twice per day  GLAXOSMITHKLINE
Maternal exposure during pregnancy DEPAKOTE ER S ORAL 150MG Unknown  

EFFEXOR S ORAL 150MG Per day  
NEURONTIN S ORAL 100MG Per day  
LORAZEPAM S ORAL .5MG As required  
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5684342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 5684342 EXPEDITED (15-DAY) Y DE,HO SEWYE190610NOV04 42 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocarditis EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Ventricular fibrillation ASPIRIN C  
Hepatic steatosis ATENOLOL C  
Cardiac arrest  
Hepatomegaly  
Muscle spasms  
Pulseless electrical activity  
5692776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 5692776 EXPEDITED (15-DAY) N HO,OT IE-BRISTOL-MYERS
SQUIBB
COMPANY-12783494

25 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metabolic acidosis METFORMIN HYDROCHLORIDE S ORAL 1000 mg BID regular

dose, attempted suicide
by taking 4 day's worth
at once

 BRISTOL MYERS SQUIBB

Suicide attempt ATENOLOL S ORAL  SANDOZ
Intentional overdose ACAMPROSATE CALCIUM S ORAL 666 mg TID regular

dose, attempted suicide
by taking 4 day's worth
at once

 

Somnolence ZOPICLONE S ORAL  
Diabetes mellitus SULPIRID S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
LAMOTRIGINE S ORAL  
CLOZARIL S ORAL  
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5694425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 5694425 EXPEDITED (15-DAY) Y OT HQWYE699429NOV04 80 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
59 DAY

EFFEXOR XR S ORAL ORAL  
TYLENOL (PARACETAMOL) C  
SINGULAIR C  
HCT (HYDROCHLOROTHIAZIDE) C  
FOSAMAX C  

5737671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 5737671 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0516366A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anticonvulsant drug level above therapeutic LAMOTRIGINE S ORAL  GLAXOSMITHKLINE
Drug interaction VENLAFAXINE HYDROCHLORIDE S UNKNOWN  

CARBAMAZEPINE S UNKNOWN  
5737717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 5737717 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0517690A

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash LAMICTAL S ORAL 100MG Twice per day 9 MTH GLAXOSMITHKLINE
Swelling face EFFEXOR S  
Swollen tongue  
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Detailed Report
5744458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 5744458 EXPEDITED (15-DAY) Y HO,LT,OT DEWYE397103FEB05 84 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY 30 DAY
Agranulocytosis  
Clostridium colitis  
Leukopenia  
Toxicity to various agents  
5746147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 5746147 EXPEDITED (15-DAY) N OT HQWYE135007FEB05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Convulsion  
Drug withdrawal syndrome  
Headache  
5747432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2005 5747432 EXPEDITED (15-DAY) Y HO 6012937 81 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension BISOPROLOL S ORAL ORAL (DOSAGE

FORMS, 1 IN 1 D)
 

Malaise RISPERDAL S ORAL ORAL (DOSAGE
FORMS, 1 IN 1 D)

 

Fall CITALOPRAM HYDROBROMIDE S ORAL ORAL (DOSAGE
FORMS, 1 IN 1 D)

 

Drug interaction EFFEXOR S ORAL ORAL (DOSAGE
FORMS, 2 IN 1 D)

 

DEPAKOTE C  
REMINYL C  
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5661169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5661169 EXPEDITED (15-DAY) N OT HQWYE879019OCT04 46 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Asthenia  
Feeling abnormal  
Intentional self-injury  
Nightmare  
Paraesthesia  
Psychiatric symptom  
Screaming  
Suicidal ideation  
Thinking abnormal  
5728272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5728272 EXPEDITED (15-DAY) Y OT GBWYE326510JAN05 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy LEVONORGESTREL C  
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5745487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5745487 EXPEDITED (15-DAY) Y HO,OT FRWYE403007FEB05 46 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 30 CAPS EQUIVALENT

TO 1.125 G
1 DAY

Aldolase increased  
Convulsion  
Injury  
Rhabdomyolysis  
Suicide attempt  
Tongue biting  
5747308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5747308 EXPEDITED (15-DAY) Y RI 2005AP01098 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation SEROQUEL S  
Suicidal ideation FLUOXETINE HYDROCHLORIDE S  

HALOPERIDOL S  
EFFEXOR S  
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5748462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5748462 EXPEDITED (15-DAY) N DS HQWYE083103FEB05 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S ORAL SEE IMAGE  
Thinking abnormal STRATTERA C  
Hypoaesthesia LEXAPRO C  
Tremor WELLBUTRIN C  
Dysphemia SEROQUEL C  
Social phobia PAXIL C  
Anxiety  
Drug ineffective  
Drug withdrawal syndrome  
Impaired work ability  
5749408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5749408 EXPEDITED (15-DAY) Y OT HQWYE166422SEP04 28 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Platelet count decreased EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Thyroid function test abnormal  
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5749428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5749428 EXPEDITED (15-DAY) Y OT HQWYE135907FEB05 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 3 YR
Anger  
Asthenia  
Back pain  
Confusional state  
Dyspnoea  
Hyperhidrosis  
Muscle rigidity  
Muscle twitching  
Panic attack  
Paraesthesia  
Suicidal ideation  
Tinnitus  
5750273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5750273 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 75 MG ONCE PER DAY

ORAL
 WYETH

Abnormal behaviour  
Affective disorder  
Alcohol intolerance  
Amnesia  
Mania  
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5750318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5750318 DIRECT Y 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR S ORAL 37.5  DAILY ORAL  
5750392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2005 5750392 DIRECT N OT Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash EFFEXOR S ORAL 1 DAILY  ORAL  
Affective disorder  
Drug withdrawal syndrome  
Eczema  
Hyperhidrosis  
Insomnia  
Suicidal ideation  

5688905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2005 5688905 EXPEDITED (15-DAY) Y DE B0349817A 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN S ORAL ORAL  
Cardio-respiratory arrest TOPIRAMATE S ORAL ORAL  
Toxicologic test abnormal VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

OLANZAPINE (OLANZAPINE) S ORAL ORAL  
5727992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2005 5727992 EXPEDITED (15-DAY) Y HO GBWYE338813JAN05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Dyskinesia  
Hypoxia  
Respiratory failure  
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5730668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2005 5730668 EXPEDITED (15-DAY) Y DS HQWYE481116NOV04 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL SEE IMAGE  
Night sweats CARDURA C  
Nightmare PROSCAR C  
Loss of libido ANAPROX C  
Activities of daily living impaired  
Anxiety  
Drug withdrawal syndrome  
Factitious disorder  
Muscle tightness  
Tension  
5746134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2005 5746134 EXPEDITED (15-DAY) N DE 2004AL000839 32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose IBUPROFEN S ORAL PO  ALPHAPHARM
Completed suicide IBUPROFEN S ORAL PO  ALPHAPHARM

VENLAFAXINE HYDROCHLORIDE S ORAL PO  
QUETIAPINE S ORAL PO  

5750233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2005 5750233 EXPEDITED (15-DAY) Y HO DEWYE421814FEB05 53 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL ORAL 1 DAY
Wound MIRTAZAPINE S ORAL ORAL 1 DAY
Somnolence ZOLPIDEM TARTRATE S ORAL ORAL 1 DAY
Systolic hypertension  
Tachycardia  
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5750587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2005 5750587 EXPEDITED (15-DAY) N OT HQWYE138007FEB05 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL SEE IMAGE  
Depression YASMIN C  
Asthenia  
Chills  
Diarrhoea  
Dizziness  
Drug withdrawal syndrome  
Gastric disorder  
Hallucination  
Headache  
Hyperhidrosis  
Nausea  
Nightmare  
Pyrexia  
Road traffic accident  
Sleep disorder  
Somnolence  
Suicidal ideation  
Toxicity to various agents  
Vision blurred  
Weight decreased  

5740723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2005 5740723 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0537286A

26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence WELLBUTRIN XL S ORAL 150MG Per day  GLAXOSMITHKLINE

EFFEXOR S ORAL  
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5749440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2005 5749440 EXPEDITED (15-DAY) Y OT ESWYE419611FEB05 < 1 DAY Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital oral malformation VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL SEE IMAGE  
Maternal exposure during pregnancy IDALPREM (LORAZEPAM) C  
5750083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2005 5750083 EXPEDITED (15-DAY) Y OT GBWYE416010FEB05 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG, ORAL;

REDUCED DOSE
 

Loss of consciousness  
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5750965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2005 5750965 EXPEDITED (15-DAY) N DS HQWYE138507FEB05 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL SEE IMAGE  
Nervous system disorder GINSENG (GINSENG) C  
Abasia  
Bedridden  
Chest pain  
Drug withdrawal syndrome  
Faecal incontinence  
Fall  
Food interaction  
Hallucination, visual  
Hepatic enzyme increased  
Hypoaesthesia  
Impaired driving ability  
Insomnia  
Loss of consciousness  
Myocardial infarction  
Pain  
Paroxysmal perceptual alteration  
Serum serotonin increased  
Somnolence  
Tinnitus  
Urinary incontinence  
Walking aid user  
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5751213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2005 5751213 EXPEDITED (15-DAY) Y DE,HO HQWYE165308FEB05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Kidney infection EFFEXOR XR S ORAL SEE IMAGE  
Stevens-Johnson syndrome CEPHALOSPORIN C S  

5750580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2005 5750580 EXPEDITED (15-DAY) Y OT GBWYE250201DEC04 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL 750MG PER DAY,

ORAL
5 DAY

Palpitations FEMOSTON
(DYDROGESTERONE/
ESTRADIOL)

C  

Nausea TEMAZEPAM C  
Polydipsia PAZOLAM (PAZOLAM) C  
Activities of daily living impaired  
Dizziness  
Headache  
Hepatic enzyme increased  
Malaise  
Vomiting  
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Detailed Report
5752859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Feb-2005 5752859 EXPEDITED (15-DAY) Y HO,OT FRWYE420514FEB05 81 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 2 DOSE 1X PER 1 DAY  
Hypotension BISOPROLOL FUMARATE S ORAL 1 DOS 1X PER 1 DAY

ORAL
 

Malaise RISPERDAL S ORAL 1 DOSE 1X PER 1 DAY  
Fall CITALOPRAM HYDROBROMIDE S ORAL 1 DOSE 1X PER 1 DAY  

DEPAKOTE C  
REMINYL C  

4196981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 4196981 EXPEDITED (15-DAY) Y DS,OT GBWYE971713AUG04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cleft lip and palate EFFEXOR S ORAL 1 TABLET 2X PER 1

DAY ORAL
234 DAY

Maternal exposure during pregnancy PREGADAY (FERROUS
FUMARATE/FOLIC ACID)

C  
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5720176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5720176 EXPEDITED (15-DAY) Y HO S04-IRL-07963-01 25 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metabolic acidosis ACAMPROSATE CALCIUM S ORAL 7992 MG ONCE PO  
Somnolence ACAMPROSATE CALCIUM S ORAL 666 MG TID PO  
Intentional overdose METFORMIN S ORAL 8000 MG ONCE PO  
Suicide attempt METFORMIN S ORAL 1000 MG BID PO  
Schizophrenia ZOPICLONE S ORAL 60 MG ONCE PO  
Diabetes mellitus ZOPICLONE S  
Sedation SULPIRIDE S ORAL 6400 MG ONCE PO  

SULPIRIDE S  
VENLAFAXINE HYDROCHLORIDE S ORAL 600 MG ONCE PO  
VENLAFAXINE HYDROCHLORIDE S  
LAMOTRIGINE S ORAL 1200 MG ONCE PO  
LAMOTRIGINE S  
ATENOLOL S ORAL 100 MG ONCE PO  
ATENOLOL S  
CLOZARIL S ORAL 2700 MG ONCE PO  
CLOZARIL S  

5720454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5720454 EXPEDITED (15-DAY) Y DE FR-
JNJFOC-20050102302

35 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastroenteritis RISPERDAL S OROPHARINGEAL  
Hypotension EFFEXOR S OROPHARINGEAL  
Cardiac arrest ANETHOLTRITHION S  
Electrocardiogram QT prolonged ZOPICLONE C  
Drug interaction RIVOTRIL C  

TROPATEPINE HYDROCHLORIDE C  
CYAMEMAZINE S  
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5743433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5743433 EXPEDITED (15-DAY) CA PHBS2005IT02424 < 1 DAY Unknown ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Microphthalmos FORADIL S TRANSPLACENTAL UNK, UNK 310 DAY NOVARTIS
Maternal exposure during pregnancy EFFEXOR S TRANSPLACENTAL UNK, UNK 310 DAY

FLUTICASONE PROPIONATE S TRANSPLACENTAL UNK, UNK 310 DAY
5750975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5750975 EXPEDITED (15-DAY) Y OT HQWYE199809FEB05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S  
Photopsia WELLBUTRIN XL S ORAL SEE IMAGE  
Drug interaction  
5751000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5751000 EXPEDITED (15-DAY) Y OT HQWYE211010FEB05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S SEE IMAGE 6 MTH
Aggression  
Agitation  
Blood pressure increased  
Intentional overdose  
Psychiatric symptom  
Restlessness  
Treatment noncompliance  
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5751003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5751003 EXPEDITED (15-DAY) Y DE,HO HQWYE217910FEB05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S "MAXIMUM DOSE (375

MG)"
 

Nonspecific reaction  
5751694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5751694 DIRECT N HO,OT,RI 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus EFFEXOR S  WYETH
Bone disorder KLONOPIN C  
Radial nerve palsy SEROQUEL C  
Alopecia  
Suicidal ideation  
Thyroiditis  
5752325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5752325 EXPEDITED (15-DAY) Y OT ITWYE433017FEB05 Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S ORAL 310 DAY
Microphthalmos FLUTICASONE PROPIONATE S 310 DAY

FORADIL (FORMOTEROL
FUMARATE, , 0)

S 1 DOSE 1X PER 1 DAY 310 DAY
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5753107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2005 5753107 EXPEDITED (15-DAY) Y HO S05-FRA-00515-01 81 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise CITALOPRAM HYDROBROMIDE S ORAL 20 MG QD PO  
Fall RISPERDAL S ORAL 1 QD PO  
Hypotension EFFEXOR S ORAL 1 BID PO  
Drug interaction BISOPROLOL FUMARATE S ORAL 1  QD PO  

DEPAKOTE C  
GALANTAMINE C  

4193806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 4193806 EXPEDITED (15-DAY) Y OT HQWYE740729JUN04 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity EFFEXOR XR S ORAL SEE IMAGE  

LIPITOR C  
PREVACID C  
XANAX C  
DARVOCET-N 50 C  
BEXTRA C  
PAXIL C  

Page: 1,057 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4202471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 4202471 EXPEDITED (15-DAY) OT HQWYE426019AUG04 56 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG, FREQUENCY

UNKNOWN ORAL
 

Arrhythmia EFFEXOR XR S ORAL 150 MG, FREQUENCY
UNKNOWN ORAL

 

Palpitations EFFEXOR XR S ORAL UNKNOWN DOSE,
TRIED TO
DISCONTINUE ORAL

 

Paraesthesia EFFEXOR XR S ORAL 75 MG, FREQUENCY
UNKNOWN ORAL

 

Suicidal ideation EFFEXOR XR S ORAL "16 MG", FREQUENCY
UNKNOWN ORAL

 

Insomnia EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY
ORAL

 

Oxygen saturation decreased  
Respiratory disorder  
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4208341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 4208341 EXPEDITED (15-DAY) Y CA HQWYE480223AUG04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR XR S TRANSPLACENTAL 450 MG 1X EPR 1 DAY,

TRANSPLACENTAL
 

Maternal exposure during pregnancy ABILIFY S TRANSPLACENTAL 15 MG 1X PER 1 DAY,
TRANSPLACENTAL; 20
MG 1X PER 1 DAY,
TRANSPLACENTAL

 

Caesarean section AMBIEN S TRANSPLACENTAL 20 MG 1X PER 1 DAY,
TRANSPLACENTAL

 

Anorectal agenesis ATIVAN S SEE IMAG  
Meningomyelocele GABITRIL S TRANSPLACENTAL 12 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Congenital anomaly KLONOPIN S TRANSPLACENTAL 2 MG 1X PER 1 DAY,
TRANSPLACENTAL

 

Electroconvulsive therapy REMERON S TRANSPLACENTAL 45 MG 1X PER 1 DAY,
TRANSPLACENTAL; 60
MG 1X PER 1 DAY,
TRANSPLACENTAL

 

5658081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5658081 EXPEDITED (15-DAY) Y OT HQWYE565206OCT04 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gingival ulceration EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Hyperkeratosis LITHIUM (LITHIUM) C  
Tongue ulceration ZOCOR C  

RISPERDAL C  
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5695294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5695294 NON-EXPEDITED Y PHEH2004US08062 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety ZELNORM S  
Drug interaction EFFEXOR S  
5705389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5705389 EXPEDITED (15-DAY) Y HO 2004GB02876 25 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metabolic acidosis ATENOLOL S ORAL 100 MG ONCE PO  
Somnolence METFORMIN HYDROCHLORIDE S ORAL 8000 MG ONCE PO  
Suicide attempt CAMPRAL S ORAL 7992 MG ONCE PO  
Schizophrenia CLOZARIL S ORAL 2700 MG ONCE PO  
Diabetes mellitus ZOPICLONE S ORAL 60 MG ONCE PO  
Intentional overdose SULPIRIDE S ORAL 6400 MG ONCE PO  
Sedation VENLAFAXINE HYDROCHLORIDE S ORAL 600 MG ONCE PO  

LAMOTRIGINE S ORAL 1200 MG ONCE PO  
5713083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5713083 EXPEDITED (15-DAY) Y HO,OT FRWYE309429DEC04 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL 30 TABLETS ORAL 1 DAY
Suicide attempt AMITRIPTYLINE

HYDROCHLORIDE
S ORAL 1 TABLET ORAL 1 DAY

Depressed level of consciousness  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Tachycardia  
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5721410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5721410 EXPEDITED (15-DAY) Y HO,LT FRWYE319206JAN05 36 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL ORAL 2 DAY
Aggression ZUCLOPENTHIXOL C  
Hallucination, auditory LORAZEPAM C  
Tachycardia PARKINANE LP

(TRIHEXYPHENIDYL)
C  

Cerebral ventricle dilatation  
Persecutory delusion  
5749319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5749319 DIRECT N LT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematemesis EFFEXOR XR S ORAL 300MG DAILY  ORAL  
Apnoea  
Circulatory collapse  
Dyspnoea  
Hyperventilation  
Influenza like illness  
Loss of consciousness  
Muscle spasms  
Somnolence  
Tremor  
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5750833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5750833 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ORAL 150MG   ONCE A DAY

ORAL
 

Nausea TREATMENT FOR HTN C  
Ear pain  
Influenza like illness  
Vomiting  
5752851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5752851 EXPEDITED (15-DAY) OT GBWYE434817FEB05 37 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido EFFEXOR S  
Rash OLANZAPINE (OLANZAPINE) C  
Anxiety  
Cerebrovascular accident  
Convulsion  
5752853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5752853 EXPEDITED (15-DAY) Y HO,OT GBWYE393702FEB05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S 28 X 75 MG AND 28 X

150 MG
 

Psychotic disorder ALCOHOL (ETHANOL) C  
Agitation  
Clonic convulsion  
Disturbance in attention  
Mood disorder due to a general medical condition  
Pyrexia  
Restlessness  
Tachycardia  
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5752896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5752896 EXPEDITED (15-DAY) Y DS FRWYE423314FEB05 71 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR XR S ORAL 37.5 MG 6X PER 1

DAY, ORAL
248 DAY

5753084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5753084 EXPEDITED (15-DAY) N OT HQWYE358716FEB05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S 75 MG  ABOUT 3

YEARS
 

Drug withdrawal syndrome  
5753088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2005 5753088 EXPEDITED (15-DAY) N DS HQWYE266711FEB05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 150 MG; 75 MG  
Activities of daily living impaired  
Mood swings  

5711766FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2005 5711766 EXPEDITED (15-DAY) Y CA GXKR2003GB00503 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital anomaly ZOLPIDEM S TRANSPLACENTAL TRANSPLACENTAL  
Hemivertebra PROPRANOLOL S TRANSPLACENTAL TRANSPLACENTAL  
Talipes EFFEXOR S TRANSPLACENTAL TRANSPLACENTAL  
Maternal exposure during pregnancy  
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5722316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2005 5722316 EXPEDITED (15-DAY) Y HO 2005001870 58 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LAMICTAL S ORAL  GLAXOSMITHKLINE
Somnolence LAMOTRIGINE S ORAL  GLAXOSMITHKLINE
Hypothermia LITHIUM S ORAL  GLAXOSMITHKLINE
Tachycardia STILNOX S ORAL 20TAB Single dose  
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL  
Intentional overdose TOPAMAX S ORAL  

TEMAZEPAM S ORAL 20TAB Single dose  
5753749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2005 5753749 DIRECT Y DS,OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S THREE Q AM  

LIPITOR C  
PLENDIL C  

5753807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2005 5753807 EXPEDITED (15-DAY) Y HO 2005-125339-NL 50 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis allergic MIRTAZAPINE S 45 MG 19 DAY
Rash VENLAFAXINE HYDROCHLORIDE S 75 MG 1 WEEK
Photosensitivity reaction PHENPROCOUMON C  
Vasculitis PANTOPRAZOLE SODIUM C  
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5753819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2005 5753819 DIRECT N DS,LT,CA,OT 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S ORAL 150MG  DAILY ORAL  WYETH
Abnormal dreams  
Agitation  
Convulsion  
Deafness  
Disorientation  
Drug hypersensitivity  
Drug ineffective  
Ear discomfort  
Emotional disorder  
Feeling abnormal  
Feeling hot  
Hyperhidrosis  
Impaired driving ability  
Impaired work ability  
Inner ear disorder  
Insomnia  
Irritability  
Loss of libido  
Muscle twitching  
Myalgia  
Oedema peripheral  
Paraesthesia  
Pruritus  
Somnolence  
Stress  
Temperature intolerance  
Tinnitus  
Vertigo  
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5753837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2005 5753837 EXPEDITED (15-DAY) Y HO 2005-125347-NL 61 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amylase increased MIRTAZAPINE S 15 MG/30 MG  
Lipase increased OLANZAPINE S 2.5 MG 2 WEEK
Abdominal pain upper VENLAFAXINE HYDROCHLORIDE S 75 MG/150 MG 1 WEEK

LITHIUM CARBONATE S DF/2 DF/1 DF/1.5 DF 13 DAY
REBOXETINE MESYLATE S 4 MG 3 DAY
ZOPICLONE C  
LORAZEPAM C  

5751827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2005 5751827 DIRECT Y 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukocyturia VENLAFAXINE S ORAL 37.5 MG  BID  ORAL  WYETH

VALPROIC ACID S ORAL 500 MG    BID   ORAL  
5752916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2005 5752916 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE396017FEB05 46 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
2 DAY

Dizziness YARROW (ACHILLEA
MILLEFOLIUM)

C  

Tinnitus ST. JOHN'S WORT (HYPERICUM
PERFORATUM)

C  

Restlessness CLINDAMYCIN (CLINDAMYCIN) C  
Anaphylactic reaction  
Cerebral ischaemia  
Depressed level of consciousness  
Disturbance in attention  
Hypotension  
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5753279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2005 5753279 EXPEDITED (15-DAY) Y DE SEWYE450523FEB05 Unknown SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Encephalocele EFFEXOR S TRANSPLACENTAL 150 MG 1 TIME PER

DAY (VIA THE
MOTHER'S INTAKE),
TRANSPLACENTAL

 

Abortion induced  
Anencephaly  
Maternal exposure during pregnancy  
Meningocele  
Skull malformation  
5753284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2005 5753284 EXPEDITED (15-DAY) Y OT HQWYE271711FEB05 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Convulsion  
Hallucination, visual  
5753994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2005 5753994 EXPEDITED (15-DAY) Y HO,OT SEWYE426115FEB05 36 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion induced EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Encephalocele  
Foetal disorder  
Maternal exposure during pregnancy  
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5754507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2005 5754507 EXPEDITED (15-DAY) N HO HQWYE347415FEB05 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Convulsion neonatal SIMETHICONE (DIMETICONE,

ACTIVATED)
C  

Cyanosis neonatal TUMS (CALCIUM CARBONATE/
MAGNESIUM CARBONATE/
MAGNESIUM TRISILICATE)

C  

Hypothermia neonatal MULTIVITAMINS, PLAIN
(MULTIVITAMINS, PLAIN)

C  

Apnoea neonatal  
Drug withdrawal syndrome neonatal  
Electroencephalogram abnormal  
Nasal flaring  
Neonatal disorder  
Neonatal hypoxia  
Oxygen saturation decreased  
Transient tachypnoea of the newborn  
Tremor neonatal  
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5755165FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2005 5755165 EXPEDITED (15-DAY) N DS HQWYE338314FEB05 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL SEE IMAGE,ORAL  
Hypoaesthesia METOCLOPRAMIDE C  
Sedation ALLEGRA C  
Blood pressure increased  
Circadian rhythm sleep disorder  
Depressed level of consciousness  
Fatigue  
Gastroenteritis viral  
Heart rate increased  
Hypotension  
Irritability  
Vomiting  

5728216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2005 5728216 EXPEDITED (15-DAY) N OT HQWYE629613JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE, ORAL 2 WEEK
Crying  
Suicidal ideation  
Treatment noncompliance  
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5754889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2005 5754889 DIRECT N OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 1 DAILY  
Agoraphobia  
Depression  
Impaired driving ability  
Influenza like illness  
Spinal operation  
5754900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2005 5754900 EXPEDITED (15-DAY) Y HO 2004117033 76 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hemiparesis ARTHROTEC S ORAL 75 / 0.2 MG ORAL  
Head injury VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG (75 MG DAILY)

ORAL
 

Fall DIGOXIN C  
Sensorimotor disorder LEKOVIT CA (CALCIUM

CARBONATE, COLECALCIFEROL)
C  

Facial nerve disorder LORAZEPAM C  
5755292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2005 5755292 EXPEDITED (15-DAY) HO,OT DEWYE443521FEB05 50 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG ORAL 7 DAY
Vasculitis MIRTAZAPINE S ORAL 45 MG ORAL 19 DAY

PANTOZOL C  
MARCUMAR C  
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5756297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2005 5756297 EXPEDITED (15-DAY) HO DEWYE443221FEB05 61 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lipase increased VENLAFAXINE HYDROCHLORIDE S SEE IMAGE 1 DAY
Amylase increased EDRONAX S 4 MG PER DAY; 3 DAY
Abdominal pain upper LITHIUM CARBONATE S SEE IMAGE 8 DAY

MIRTAZAPINE S 30 MG PER DAY; 7 DAY
ZYPREXA S 2.5 MG PER DAY; 14 DAY

5757234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2005 5757234 EXPEDITED (15-DAY) N OT HQWYE416718FEB05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S  

5702274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5702274 EXPEDITED (15-DAY) Y OT GBWYE256003DEC04 33 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL SEE IMAGE 3 DAY
Disturbance in attention  
Feeling abnormal  
Formication  
Hallucination, tactile  
Hyperacusis  
Insomnia  
Stereotypy  
Tearfulness  
Thinking abnormal  
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5709323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5709323 EXPEDITED (15-DAY) Y DS,OT GBWYE287817DEC04 65 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR S 37.5 MG 1 DAY
Asthenia  
Dizziness  
Dysphagia  
Oral discomfort  
Oropharyngeal swelling  
Paraesthesia  
5743177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5743177 EXPEDITED (15-DAY) Y DS GBWYE334512JAN05 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Mental impairment ACETAMINOPHEN C  
Malaise SENNA C  
Dysaesthesia DULCOLAX (BISACODYL) C  
5744416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5744416 EXPEDITED (15-DAY) Y HO GBWYE402407FEB05 45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematemesis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY 124 DAY
Gastric ulcer OMEPRAZOLE S  
Duodenal ulcer DIAZEPAM (DIAZEPAM) C  
Haemorrhage  
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5745267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5745267 EXPEDITED (15-DAY) Y HO,OT GBWYE373226JAN05 18 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Lower respiratory tract infection TRINORDIOL

(LEVONORGESTREL/ETHINYL
ESTRADIOL)

C  

Blood viscosity increased  
Chest pain  
Fibrin D dimer increased  
5747473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5747473 EXPEDITED (15-DAY) HO HQWYE014801FEB05 57 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Aggression  
Angina pectoris  
Anhedonia  
Hypertension  
Loss of libido  
5752848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5752848 EXPEDITED (15-DAY) Y OT GBWYE447222FEB05 61 YR Female GBR
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5752848
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Hallucination LYRICA S ORAL 150 MG 2X PER 1 DAY 33 DAY
Agitation AMITRIPTYLINE (AMITRIPTYLINE) C  
Panic attack DIHYDROCODEINE

(DIHYDROCODEINE)
C  

Emotional distress CO-CODAMOL (CODEINE
PHOSPHATE/PARACETAMOL)

C  

Fear GAVISCON ADVANCE
(POTASSIUM BICARBONATE/
SODIUM ALGINATE)

C  

LIDOCAINE C  
DEPO-MEDROL C  
TRANSVASIN (BENZOCAINE/
ETHYL NICOTINATE/HEXYL
NICOTINATE/THURFYL
SALICYLATE)

C  

MONO-TILDIEM - SLOW RELEASE
(DILTIAZEM HYDROCHLORIDE)

C  

INSULIN NOS C  
NICORANDIL (NICORANDIL) C  
CLOPIDOGREL BISULFATE C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

NIZATIDINE C  
ATORVASTATIN
(ATORVASTATIN)

C  

BENDROFLUMETHIAZIDE C  
RAMIPRIL C  
ZOPICLONE C  
GTN (GLYCERYL TRINITRATE) C  
ACETAMINOPHEN C  
GAVISCON C  
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5754005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5754005 EXPEDITED (15-DAY) Y DS,OT NLWYE437418FEB05 72 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG ORAL  

REMERON S ORAL 30 MG ORAL  
ALPRAZOLAM (ALPRAZOLAM) C  
FLURAZEPAM C  

5758260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2005 5758260 DIRECT Y OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast discharge VENLAFAXINE HYDROCHLORIDE S 1 QD  
Pregnancy TRAZODONE HYDROCHLORIDE S 1  QHS  
Maternal exposure during pregnancy PREDNISONE S ON AND OFF  FOR

YEARS
 

SINGULAIR S  
VERAPAMIL HYDROCHLORIDE S  
TRILEPTAL S  
AMBIEN S  
PROZAC S  
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4212041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2005 4212041 EXPEDITED (15-DAY) Y HO,CA,RI DSA_24882_2004 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy ATIVAN S 0.5 MG QID  
Caesarean section ATIVAN S 1 MG QID  
Pregnancy EFFEXOR XR S 450 MG QD  

REMERON S 45 MG QD  
REMERON S 60 MG QHS  
ABILIFY S 15 MG QD  
ABILIFY S 20 MG QHS  
AMBIEN S 20 MG QD  
GABITRIL S 12 MG QD  
KLONOPIN S 2 MG QD  

5758026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2005 5758026 EXPEDITED (15-DAY) Y HO,DS SEWYE452123FEB05 Male FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Muscle spasms INSULIN NOS C  
Fall INSULIN NOS C  
Drug screen positive  
5758033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2005 5758033 EXPEDITED (15-DAY) Y HO,OT GBWYE454624FEB05 33 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia EFFEXOR S ORAL 225 MG, ORAL  
Hypoaesthesia  
Muscle tightness  
Tetany  
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5758039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2005 5758039 EXPEDITED (15-DAY) Y HO FRWYE445922FEB05 84 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S ORAL ORAL  
Dysphagia DOGMATIL (SULPIRIDE) C  

PROKINYL (METOCLOPRAMIDE
HYDROCHLORIDE)

C  

EUPANTOL C  
5758278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2005 5758278 EXPEDITED (15-DAY) Y HO,OT FRWYE454024FEB05 80 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY

ORAL
 

General physical health deterioration  

3867794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2005 3867794 EXPEDITED (15-DAY) Y DE 2002133104US 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose DIPHENHYDRAMINE

HYDROCHLORIDE
S ORAL ORAL  

Completed suicide VENLAFAXINE S  
PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

S  
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3914107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2005 3914107 EXPEDITED (15-DAY) Y DS HQWYE489719FEB03 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Laceration EFFEXOR S ORAL 75 MG OR 150 MG
DAILY, ORAL

 

Suicide attempt EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,
ORAL

 

Overdose EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

Stress KLONOPIN C  
Depression ZYPREXA C  
Condition aggravated NASONEX C  
Feeling of despair TRIMOX C  
Anxiety PROVIGIL C  
5758270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2005 5758270 EXPEDITED (15-DAY) Y OT NLWYE455024FEB05 76 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 18.76 MG 1X PER 1

DAY ORAL
5 DAY

Blood urine present PHENPROCOUMON S  
5758904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2005 5758904 EXPEDITED (15-DAY) Y OT NLWYE388301FEB05 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone cancer EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY 24 DAY
Muscular weakness EFEXOR XR (VENLAFAXINE

HYDROCHLORIDE, TABLET, 0)
S ORAL 37.5 MG 1X PER 1 DAY  

Back pain  
Hypoaesthesia  
Muscle spasms  
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5758927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2005 5758927 EXPEDITED (15-DAY) Y LT,OT HQWYE735701MAR05 60 YR Male GTM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
592 DAY

Depression  
Negative thoughts  
5759181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2005 5759181 EXPEDITED (15-DAY) Y HO T05-GER-00844-01 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Akathisia CITALOPRAM HYDROBROMIDE S ORAL 10 MG QD PO  
Drug interaction VENLAFAXINE HYDROCHLORIDE S  
Sleep disorder VENLAFAXINE HYDROCHLORIDE S 150 MG QD  
Chest discomfort LORAZEPAM C  
Pain in extremity PRIMOLUT (NORETHISTERONE) C  
Tension L-THYROXIN (LEVOTHYROXINE) C  
6627851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2005 6627851 EXPEDITED (15-DAY) HO 200414279FR 69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated LOVENOX S SUBCUTANEOUS  AVENTIS
Pulmonary hypertension TRACLEER S ORAL  

PRIMPERAN S ORAL  
MORPHINE SULFATE S ORAL  
EFFEXOR S ORAL  
OMEPRAZOLE S ORAL  
MOVICOL S  
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Detailed Report
5704796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2005 5704796 EXPEDITED (15-DAY) Y HO,OT HQWYE893510DEC04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR XR S ORAL SEE IMAGE  
Aggression KLONOPIN C  
Drug withdrawal syndrome  
Mania  
5749861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2005 5749861 EXPEDITED (15-DAY) Y HO DSA_25791_2005 51 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LORAZEPAM S ORAL 10 TAB ONCE PO  
Tachycardia ALCOHOL S ORAL DF ONCE PO  
Agitation DOXEPIN HYDROCHLORIDE S ORAL 10 TAB ONCE PO  
Alanine aminotransferase increased PANTOZOL S ORAL 6 TAB ONCE PO  
Aspartate aminotransferase increased ASPIRIN\CAFFEINE\PHENACETIN S ORAL 2 TAB ONCE PO  
Gamma-glutamyltransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL 13 CAP ONCE PO  
Mean cell volume increased DIMENHYDRINATE S ORAL 11 TAB ONCE PO  
International normalised ratio decreased  
Prothrombin time shortened  
5755166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2005 5755166 EXPEDITED (15-DAY) Y HO,OT DEWYE443821FEB05 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 37.5-112.5 MG; ORAL 11 DAY
Akathisia VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG; ORAL 15 DAY
Tension CITALOPRAM HYDROBROMIDE S ORAL 10 MG; ORAL 20 DAY
Chest discomfort ETHISTERONE\PROGESTERONE S  
Sleep disorder LEVOTHYROXINE SODIUM C  
Pain in extremity  
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5760951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2005 5760951 EXPEDITED (15-DAY) N OT HQWYE731601MAR05 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Judgement impaired EFFEXOR XR S ORAL 75  MG ORAL  
Drug interaction ACETAMINOPHEN

\DIPHENHYDRAMINE
S  

Homicide  
Theft  

5759563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2005 5759563 DIRECT Y RI 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal EFFEXOR XR S ORAL 375 MG   DAILY

ORAL
 

Eosinophilia ABILIFY C  
5760075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2005 5760075 EXPEDITED (15-DAY) HO,OT DEWYE478004MAR05 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tinnitus VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 20 DAY
Potentiating drug interaction VALPROATE SODIUM S ORAL SEE IMAGE 7 DAY

LORAZEPAM C  
LORAZEPAM C  
LORAZEPAM C  
LORAZEPAM C  
LORAZEPAM C  
LORAZEPAM C  
TRIMIPRAMINE MALEATE C  
METOPROLOL SUCCINATE C  
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Detailed Report
5760947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2005 5760947 EXPEDITED (15-DAY) Y DS HQWYE942413DEC04 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parosmia EFFEXOR XR S ORAL SEE IMAGE  
Anosmia  
Drug withdrawal syndrome  
Dysgeusia  
Paraesthesia  
5761007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2005 5761007 EXPEDITED (15-DAY) Y OT GBWYE475403MAR05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation VENLAFAXINE HYDROCHLORIDE S  
Confusional state  
Neoplasm  
Weight decreased  
5761008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2005 5761008 EXPEDITED (15-DAY) Y HO,OT DEWYE474603MAR05 76 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PER DAY ORAL 13 DAY
Atrial flutter SEROQUEL S ORAL 200 MG PER DAY

ORAL
20 DAY

Supraventricular tachycardia SOLIAN (AMISULPRIDE) C  
Ejection fraction decreased  
Electrocardiogram abnormal  
Pleural effusion  
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Detailed Report
5761400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2005 5761400 EXPEDITED (15-DAY) HO,OT DEWYE470102MAR05 65 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S 150 & 225 & 300 MG

PER DAY - SEE IMAGE
 

Sinus tachycardia LORAZEPAM C  
Hypomania DOMINAL (PROTHIPENDYL

HYDROCHLORIDE)
C  

LEVOTHYROXINE SODIUM C  
SIMVASTATIN C  

5762267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2005 5762267 DIRECT Y OT 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ONE PO QD  
Balance disorder  
Hypersomnia  
Product quality issue  
5762940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2005 5762940 EXPEDITED (15-DAY) Y HO HQWYE614025FEB05 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR XR S ORAL 37.5 MG , ORAL  
Dyspnoea  
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5763274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2005 5763274 EXPEDITED (15-DAY) Y RI 2005GB00431 45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage OMEPRAZOLE S  
Haematemesis EFFEXOR S 150 MG QD  
Duodenal ulcer  
Gastric ulcer  
5763848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2005 5763848 EXPEDITED (15-DAY) Y DS,OT HQWYE609425FEB05 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5659116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2005 5659116 EXPEDITED (15-DAY) DE US-
ABBOTT-04P-163-02793
19-00

35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VALPROIC ACID S ORAL  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL  

QUETIAPINE S ORAL  
5659128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2005 5659128 EXPEDITED (15-DAY) DE US-
ABBOTT-04P-163-02793
16-00

19 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VALPROIC ACID S ORAL  
Overdose RISPERIDONE S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
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5760913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2005 5760913 DIRECT N HO,LT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anorgasmia EFFEXOR XR S 2X A DAY  WYETH
Fatigue  
Insomnia  
Memory impairment  
Migraine  
Nightmare  
Night sweats  
Somnolence  
Suicidal ideation  
Vomiting  
5762604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2005 5762604 EXPEDITED (15-DAY) Y HO SEWYE474703MAR05 80 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms EFFEXOR S ORAL 75 MG 1X PER 1 DAY;

ORAL
 

Balance disorder EFFEXOR S ORAL 37.5 MG 1X PER 1
DAY; ORAL

 

FUROSEMIDE C  
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5763486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2005 5763486 EXPEDITED (15-DAY) Y DS HQWYE731301MAR05 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL SEE IMAGE  
Activities of daily living impaired  
Anxiety  
Drug withdrawal syndrome  
Headache  
Insomnia  
Obsessive-compulsive disorder  
Vomiting  

5675936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2005 5675936 EXPEDITED (15-DAY) HO 2004-121761-NL 46 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
White blood cell count decreased MIRTAZAPINE S DF  
Red blood cell count decreased VENLAFAXINE HYDROCHLORIDE S ORAL 1 MTH

LORAZEPAM C  
MULTIVITAMINE (S) C  
OLANZAPINE C  
ZOPICLONE C  

5763553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2005 5763553 DIRECT OT 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG DAILY ORAL  
Drug dependence  
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5764509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2005 5764509 DIRECT Y HO 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion VENLAFAXINE S ORAL 75 MG DAILY ORAL  
Neuroleptic malignant syndrome LEXAPRO S ORAL 20 MG AT BEDTIME

ORAL
 

Encephalitis RISPERDAL C  
Depressed level of consciousness MULTI-VITAMIN C  

ALPRAZOLAM C  
5764511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2005 5764511 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S ORAL SEE IMAGE  
Impaired work ability  
Irritability  
5764569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2005 5764569 EXPEDITED (15-DAY) 2004-121771-NL 32 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased MIRTAZAPINE S ORAL 15 MG QD  
Myalgia VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG BID  
Aspartate aminotransferase increased PROPRANOLOL C  
Alanine aminotransferase increased CLONAZEPAM C  
5764657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2005 5764657 EXPEDITED (15-DAY) Y OT FRWYE490509MAR05 36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR S ORAL 150 MG DAILY, ORAL  
Aphasia  
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5764671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2005 5764671 EXPEDITED (15-DAY) Y HO,DS HQWYE849704MAR05 79 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ischaemic stroke VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG 1X PER 1 DAY 1214 DAY

4177418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2005 4177418 EXPEDITED (15-DAY) Y OT HQWYE539421JUN04 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Drug dependence PLENDIL C  
Chest pain ZOCOR C  
Pressure of speech INDERAL LA C  
Dysphemia ETODOLAC C  
Bruxism ALLEGRA C  
Asthenia TRICOR C  
Vision blurred ZITHROMAX C  
Red blood cell count decreased TRIMOX C  
Full blood count abnormal  
5765318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2005 5765318 EXPEDITED (15-DAY) 2005-126048-NL 65 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinus tachycardia MIRTAZAPINE S  
Hypomania VENLAFAXINE HYDROCHLORIDE S 150 MG/225 MG/300

MG;
10 DAY

LORAZEPAM C  
PROTHIPENDYL
HYDROCHLORIDE

C  

LEVOTHYROXINE SODIUM C  
SIMVASTATIN C  
LITHIUM CARBONATE C  
DELIX PLUS C  
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5765485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2005 5765485 EXPEDITED (15-DAY) Y OT GBWYE385031JAN05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subcutaneous abscess EFFEXOR XR S ORAL SEE IMAGE  

DOSTINEX C  
PREDNISONE C  
MADOPAR (BENSERAZIDE
HYDROCHLORIDE/LEVODOPA)

C  

AMITRIPTYLINE
HYDROCHLORIDE

C  

ELLESE-DUET (ESTRADIOL/
NORETHISTERONE ACETATE)

C  

CALCICHEW (CALCIUM
CARBONATE)

C  

LEVOTHYROXINE SODIUM C  
5765514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2005 5765514 EXPEDITED (15-DAY) HO,LT,OT DEWYE477904MAR05 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 5 DAY
Subarachnoid haemorrhage TRIMIPRAMINE MALEATE S ORAL 100 MG 1X PER 1 DAY 1 DAY
Extradural haematoma  
Head injury  
Skull fracture  
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5750974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2005 5750974 EXPEDITED (15-DAY) Y DS HQWYE786321JAN05 12 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR XR S ORAL SEE IMAGE  
Agitation EFFEXOR S ORAL 25 MG 1X PER 1 DAY,

ORAL
 

Anxiety LUVOX C  
Convulsion ZYPREXA C  
Drug ineffective  
Drug withdrawal syndrome  
5758481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2005 5758481 EXPEDITED (15-DAY) N OT B0373880A 21 DAY Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Microphthalmos FLUTICASONE PROPIONATE S 310 DAY GLAXOSMITHKLINE
Maternal exposure during pregnancy FORMOTEROL FUMARATE S 310 DAY

VENLAFAXINE HYDROCHLORIDE S 310 DAY
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5765102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2005 5765102 EXPEDITED (15-DAY) OT HQWYE873207MAR05 54 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal detachment VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG ,ORAL  
Blood cholesterol increased SYNTHROID C  
Mouth haemorrhage LEXOTAN (BROMAZEPAM) C  
Alopecia  
Arthralgia  
Dry mouth  
Hyperhidrosis  
Hypoaesthesia  
Increased appetite  
Mental disorder  
Migraine  
Pruritus  
Reflexes abnormal  
Somnolence  
Vulvovaginal dryness  
5765140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2005 5765140 EXPEDITED (15-DAY) Y OT GBWYE493210MAR05 18 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Wolff-Parkinson-White syndrome EFFEXOR XR S ORAL 75 MG , ORAL  

OLANZAPINE (OLANZAPINE) C  
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5765475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2005 5765475 EXPEDITED (15-DAY) Y OT HQWYE793203MAR05 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis EFFEXOR S 150 MG - FREQUENCY

UNSPECIFIED
 

Hallucination WELLBUTRIN XL S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

Drug withdrawal syndrome  
5765493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2005 5765493 EXPEDITED (15-DAY) Y HO ITWYE491209MAR05 55 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypovolaemic shock VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY 324 DAY
Blood albumin decreased  
Hypoproteinaemia  
Proteinuria  
8304289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2005 8304289 EXPEDITED (15-DAY) N HO HQWYE857604MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatocellular injury EFFEXOR XR S 5 PILLS (OVERDOSE

AMOUNT - TOTAL
DOSAGE OF
OVERDOSE
UNKNOWN

 

Intentional overdose TYLENOL (PARACETAMOL) S "30 + QUICK RELEASE"
CAPLETS (OVERDOSE
AMOUNT - TOTAL
DOSEAGE OF
OVERDOSE
UNKNOWN)

 

Suicide attempt  
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5754585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2005 5754585 EXPEDITED (15-DAY) Y OT US014675 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome GABITRIL S  
Convulsion GABITRIL S ORAL 16 MG BID ORAL  
Chest pain EFFEXOR XR S ORAL 150 MG BID ORAL  
Nausea PROVIGIL C  
Headache TIZANADINE C  
Anxiety TEMAZEPAM C  
5754659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2005 5754659 EXPEDITED (15-DAY) Y HO,LT,OT 2005023574 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction CELEBREX S 400 MG (200 MG, 2 IN 1

D)
 

Sleep disorder VENLAFAXINE HYDROCHLORIDE S 150 MG (150 MG, 1 IN 1
D)

 

ESOMEPRAZOLE
(ESOMEPRAZOLE)

C  

ZALEPLON (ZALEPLON) C  
VENLAFAXINE HYDROCHLORIDE C  

5766198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2005 5766198 EXPEDITED (15-DAY) Y HO HQWYE851904MAR05 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypernatraemia EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Delirium TRAZODONE HYDROCHLORIDE S  
Drug withdrawal syndrome DILTIAZEM C  
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5843004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2005 5843004 EXPEDITED (15-DAY) N OT TRP_0074_2005 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thinking abnormal RIBASPHERE S ORAL DF PO  
Unevaluable event PEGINTRON S SUBCUTANEOUS DF SC  SCHERING PLOUGH

EFFEXOR S DF  
FLONASE C  
MOTRIN C  
TYLENOL C  

5739697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2005 5739697 EXPEDITED (15-DAY) Y OT FRWYE386131JAN05 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pseudolymphoma EFFEXOR S ORAL ORAL  
5756279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2005 5756279 EXPEDITED (15-DAY) Y OT HQWYE395817FEB05 28 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypokalaemia EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY

ORAL
 

Chest pain EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY
ORAL

 

Muscle spasms MULTIVITAMINS, PLAIN
(MULTIVITAMINS, PLAIN),

C  

Drug withdrawal syndrome  
Dyspnoea  
Fall  
Muscle twitching  
Paraesthesia  
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5760423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2005 5760423 EXPEDITED (15-DAY) Y HO DE-
GLAXOSMITHKLINE-
D0045935A

61 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lipase increased LITHIUM CARBONATE S UNKNOWN  GLAXOSMITHKLINE
Amylase increased REMERGIL S UNKNOWN 8 DAY
Abdominal pain upper ZYPREXA S UNKNOWN 2.5MG per day 14 DAY

VENLAFAXINE HYDROCHLORIDE S UNKNOWN 22 DAY
EDRONAX S UNKNOWN 4MG per day 3 DAY
LORAZEPAM C UNKNOWN  
ZOPICLONE C UNKNOWN 7.5MG per day 12 DAY

5766724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2005 5766724 EXPEDITED (15-DAY) Y OT GBWYE496911MAR05 66 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tongue ulceration EFFEXOR S ORAL 75 MG 2X PER 1 DAY

ORAL
226 DAY

Rash pruritic DIAZEPAM C  
Pharyngeal erythema MIRTAZAPINE C  
Throat irritation CANDESARTAN

(CANDESARTAN)
C  

Dyspnoea  
Oropharyngeal pain  
Rash erythematous  
5767725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2005 5767725 EXPEDITED (15-DAY) Y OT FRWYE497011MAR05 67 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal detachment EFFEXOR XR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Vitreous floaters  
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5768029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2005 5768029 EXPEDITED (15-DAY) Y DE DEWYE504115MAR05 37 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug level above therapeutic VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG ORAL  
Cardiac failure acute PIPAMPERONE

(PIPAMPERONE)
C  

5768144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2005 5768144 EXPEDITED (15-DAY) Y OT HQWYE858104MAR05 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S  
Paranoia PEGINTRON S SUBCUTANEOUS SUBCUTANEOUS  

RIBASPHERE S ORAL ORAL  
FLONASE C  
MOTRIN C  
TYLENOL (PARACETAMOL) C  
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4118031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 4118031 EXPEDITED (15-DAY) Y OT HQWYE953518MAR04 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL 75 MG (FREQUENCY

UNKNOWN), ORAL
 

Apathy EFFEXOR XR S ORAL SEE IMAGE  
Sinusitis ESTROGENS (ESTROGENS) C  
Blood cholesterol increased  
Bronchitis  
Dermatitis contact  
Low density lipoprotein increased  
Pharyngitis streptococcal  
Self esteem decreased  
Tension headache  
Treatment noncompliance  
Urinary tract infection  
Vaginitis bacterial  
Viral infection  
5694581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5694581 EXPEDITED (15-DAY) Y L04-USA-07403-29 23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CITALOPRAM S  
Intentional overdose VENLAFAXINE S  
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5762144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5762144 EXPEDITED (15-DAY) Y LT,OT ENTC2005-0049 53 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt STALEVO S ORAL 150/37.5,5/200 MG X 4,

ORAL
2 DAY

Intentional self-injury EFFEXOR S ORAL 37.5 MG/BID, ORAL  
Homicidal ideation REQUIP C  
Hallucination  
5762953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5762953 EXPEDITED (15-DAY) Y DE,HO GBWYE474003MAR05 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL ORAL 1 DAY
Abnormal behaviour  
Anger  
Completed suicide  
Toxicity to various agents  
5766648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5766648 DIRECT N RI 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL TWICE DAILY   ONCE

DAILY   ORAL
 WYETH

Adjustment disorder  
Confusional state  
Diarrhoea  
Dizziness  
Headache  
Hyperacusis  
Mania  
Nausea  
Vertigo  
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5766650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5766650 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 300 MG   PER DAY

ORAL
 

Dependence  
Paraesthesia  
Therapeutic product ineffective  
5767694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5767694 EXPEDITED (15-DAY) Y OT GBWYE504815MAR05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral cyst EFFEXOR S TRANSPLACENTAL 37.5 MG 1X PER 1

DAY,
TRANSPLACENTAL

 

Maternal exposure during pregnancy LORAZEPAM C  
Brain injury  
Cerebral haemorrhage neonatal  
Neonatal disorder  
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5768239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5768239 DIRECT N HO 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR XR S 300 MG 1 TIME A DAY  WYETH
Thirst WELLBUTRIN XL C  
Drug withdrawal syndrome TRAZEDONE C  
Disorientation DROSPIRENONE\ETHINYL

ESTRADIOL
C  

Crying VALTREX C  
Abnormal dreams  
Agitation  
Amnesia  
Burns third degree  
Depression  
Economic problem  
Intentional self-injury  
Micturition disorder  
Nightmare  
Thinking abnormal  
5768271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5768271 EXPEDITED (15-DAY) Y OT DEWYE503715MAR05 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S 75 MG 1X PER 1 DAY  
Haemangioma congenital LAMICTAL C  

OMEPRAZOLE C  
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5768729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5768729 EXPEDITED (15-DAY) Y DE SEWYE495111MAR05 55 YR Male FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL SEE IMAGE 3 WEEK
Drug level increased METFORMIN HYDROCHLORIDE C  
Completed suicide UNSPECIFIED INGREDIENT C  
5768954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2005 5768954 EXPEDITED (15-DAY) N CA HQWYE887808MAR05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital anomaly EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Maternal exposure during pregnancy  

4177729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2005 4177729 EXPEDITED (15-DAY) Y OT HQWYE552922JUN04 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry mouth EFFEXOR XR S ORAL SEE IMAGE  
Nausea DIOVAN HCT C  
Neck pain NEXIUM (ESOMEPRAZOLE) C  
Oedema peripheral DITROPAN XL (OXYBUTYNIN) C  
Hypertension CELEBREX C  
Headache ZYRTEC C  
Anxiety NEURONTIN C  
Restlessness MACROBID C  
Insomnia NAPROXEN (NAPROXEN) C  
Confusional state SERZONE C  
Chest pain SULFAMETHOXAZOLE

\TRIMETHOPRIM
C  

Speech disorder LIQUIBID (GUAIFENESIN) C  
Dysphemia LEVAQUIN C  
Disturbance in attention CEFTIN C  
Bruxism CLARITIN C  
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4177729
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

Vision blurred CLONAZEPAM C  
Dizziness SKELAXIN C  
Emotional disorder HYOSCYAMINE (HYOSCYAMINE) C  
Sinus disorder NASONEX C  
Tinnitus ACLOVATE (ALCLOMETASONE

DIPROPIONATE)
C  

Drug hypersensitivity TRIMOX C  
Tobacco user PROMETRIUM C  
Heart rate increased TEQUIN C  
Drug withdrawal syndrome CYCLOBENZAPRINE

HYDROCHLORIDE
C  

Mental impairment CEFUROXIME C  
Thinking abnormal AMOXICILLIN\CLAVULANATE

POTASSIUM
C  

PAXIL C  
5769148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2005 5769148 EXPEDITED (15-DAY) Y DE HQWYE002410MAR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR S ORAL ORAL  
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5769161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2005 5769161 EXPEDITED (15-DAY) N HO HQWYE058311MAR05 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL 75 & 150 & 225 MG 1X

PER 1 DAY, ORAL
 

Weight increased SYNTHROID C  
Medication residue present MENEST C  
Abdominal pain CLONIDINE TRANSDERMAL

SYSTEM
C  

Abdominal distension  
Renal neoplasm  
5769186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2005 5769186 EXPEDITED (15-DAY) N OT HQWYE006910MAR05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hostility EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Anger ZOLOFT C  
Nervousness ABILIFY C  
Self-injurious ideation  
5769410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2005 5769410 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 1  DAILY  
Feeling abnormal  
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5767711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5767711 EXPEDITED (15-DAY) Y HO NLWYE498914MAR05 25 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 YR

EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY
ORAL

 YR

5769901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5769901 EXPEDITED (15-DAY) N OT HQWYE007210MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Crying ATIVAN S  
Vomiting WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S  

Treatment noncompliance  
5769902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5769902 EXPEDITED (15-DAY) Y HO 2005035583 78 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea ZOLOFT S ORAL 100 MG, ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, ORAL  
ZOPICLONE C  
GLIMEPIRIDE C  
BELOC-ZOC COMP
(HYDROCHLOROTHIAZIDE,
METOPROLOL SUCCINATE)

C  

PROPAFENONE
HYDROCHLORIDE

C  

METFORMIN HYDROCHLORIDE C  
LORAZEPAM C  
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5769962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5769962 EXPEDITED (15-DAY) Y OT GBWYE508416MAR05 61 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR XR S ORAL 75 MG ORAL  
5769964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5769964 EXPEDITED (15-DAY) Y OT GBWYE508516MAR05 66 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure inadequately controlled EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Electrocardiogram T wave inversion  
Hypertension  
5769966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5769966 EXPEDITED (15-DAY) Y OT DEWYE505115MAR05 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG PER DAY

ORAL; FOR QUITE A
LONG TIME; SEE
IMAGE

 

Coordination abnormal NORTRILEN (NORTRIPTYLINE
HYDROCHLORIDE)

C  

5769981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5769981 EXPEDITED (15-DAY) Y DE HQWYE056511MAR05 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Multi-organ failure EFFEXOR XR S ORAL ORAL  
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5770119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5770119 EXPEDITED (15-DAY) Y HO 2005CG00500 81 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subdural haematoma ATACAND S ORAL 8 MG DAILY PO  
Brain contusion NOPRON S ORAL 2 DF DAILY PO  
Leukocytosis VASTAREL S  
Haemoglobin decreased ENOXACIN S  
Blood sodium decreased LORMETAZEPAM S ORAL 1 DF DAILY PO  
Blood glucose increased EFFEXOR S ORAL 37.5 MG TID PO  
Hemiplegia LANTUS C  
Agitation  
Aphasia  
Blood creatinine increased  
Blood pressure increased  
Blood urea increased  
Brain herniation  
Confusional state  
Disorientation  
Ecchymosis  
Fall  
Hemiparesis  
Lung disorder  
Malaise  
Subdural effusion  
White blood cell count increased  
Wound  
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5770846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2005 5770846 EXPEDITED (15-DAY) N OT HQWYE056111MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 75 MG  
Drug dependence  
Loss of libido  
Medication error  
Weight increased  

5934290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2005 5934290 DIRECT Y OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bruxism EFFEXOR XR S ORAL 112.5 MG PO DAILY  
Tremor KLONOPIN C  
Convulsion  

5684006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2005 5684006 EXPEDITED (15-DAY) Y HO,OT US-
MERCK-0301USA02085

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual impairment VIOXX S ORAL  MERCK
Adverse event VIOXX S ORAL  MERCK
Hypertension EFFEXOR S UNKNOWN  
Bursitis ASCORBIC ACID\GLUCOSAMINE

SULFATE
C UNKNOWN  

Cardiac failure congestive ESTRACE C UNKNOWN  
Cardiomegaly VITAMINS NOS C UNKNOWN  
Cardiovascular disorder FLAGYL C UNKNOWN  
Musculoskeletal chest pain CIPRO C UNKNOWN  
Chills LOTENSIN C UNKNOWN  
Blood cholesterol abnormal ZYRTEC C UNKNOWN  
Confusional state DETROL C UNKNOWN  
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5684006
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased activity VITAMIN B (UNSPECIFIED) C UNKNOWN  
Drug hypersensitivity  
Faecal incontinence  
Fatigue  
Feeling cold  
Fibula fracture  
Headache  
Head injury  
Hot flush  
Incontinence  
Laryngitis  
Libido decreased  
Mood swings  
Muscle spasms  
Musculoskeletal chest pain  
Myocardial infarction  
Neck injury  
Oedema  
Oropharyngeal pain  
Ovarian cyst  
Pelvic pain  
Pollakiuria  
Pulmonary oedema  
Renal failure  
Rotator cuff syndrome  
Sleep disorder  
Stress  
Stress urinary incontinence  
Suprapubic pain  
Tricuspid valve incompetence  
Urinary tract infection  
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5684006
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal erosion  
Vaginal infection  
Vaginal odour  
Varicose vein  
Vein disorder  
Vertigo  
Viral upper respiratory tract infection  
Vision blurred  
Vulvovaginal discomfort  
Weight increased  
5719111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2005 5719111 EXPEDITED (15-DAY) Y DS S04-UKI-08309-01 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eyelid oedema CITALOPRAM HYDROBROMIDE S  
Blepharitis LOPERAMIDE S  
Eye pruritus VENLAFAXINE S  

AMITRIPTYLINE S  
FLUOXETINE S  
PAROXETINE HYDROCHLORIDE S  
DOTHIEPIN S  
MIRTAZAPINE S  
OMEPRAZOLE C  
LOSARTAN POTASSIUM C  
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5759328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2005 5759328 EXPEDITED (15-DAY) N OT PHBS2005BR03634 24 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness TRILEPTAL S ORAL 300 mg, TID  NOVARTIS
Myopia EFFEXOR S ORAL 600 mg/d  
Astigmatism CYPROTERONE ACETATE S UNK, UNK  
5770126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2005 5770126 EXPEDITED (15-DAY) Y OT HQWYE158116MAR05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5770631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2005 5770631 EXPEDITED (15-DAY) Y OT GBWYE517921MAR05 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperprolactinaemia EFFEXOR S ORAL  

5692535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2005 5692535 EXPEDITED (15-DAY) Y DS HQWYE676224NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood catecholamines increased EFFEXOR XR S ORAL ORAL  
Dizziness EFFEXOR XR S ORAL REDUCED DOSE TO

75 MG, ORAL
 

Drug withdrawal syndrome  
Flushing  
Impaired work ability  
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5771128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2005 5771128 EXPEDITED (15-DAY) Y HO,LT HQWYE779907DEC04 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR XR S ORAL "150 BID", ORAL  
Heat exhaustion CRESTOR C  
5772052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2005 5772052 EXPEDITED (15-DAY) HO 2005-126607-NL Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache MIRTAZAPINE S ORAL 30 MG QD 11 DAY
Disturbance in attention VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG QD 11 DAY
Drug interaction  
Serotonin syndrome  
5957178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2005 5957178 EXPEDITED (15-DAY) Y HO 2005AP01805 29 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction QUETIAPINE S ORAL 150 MG DAILY PO  
Neuroleptic malignant syndrome STILNOX S  

VALPROATE SODIUM S ORAL 1000 MG DAILY PO  
VALPROATE SODIUM S  
VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG DAILY PO  
VENLAFAXINE HYDROCHLORIDE S  
ACETAMINOPHEN C  
SANDOMIGRAN C  
MERSYNDOL C  
DIAZEPAM C  
PHENERGAN C  
VENTOLIN HFA C  
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5766119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2005 5766119 EXPEDITED (15-DAY) OT AU-
ABBOTT-05P-008-02945
52-00

51 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal convulsions VENLAFAXINE HYDROCHLORIDE S  
Drug interaction LEVOTHYROXINE SODIUM C  
Sedation OMEPRAZOLE C  

TEMAZEPAM C  
EPILIM S ORAL  
EPILIM S ORAL  
MEMANTINE HYDROCHLORIDE S  
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5771813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2005 5771813 DIRECT N DS 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S ORAL 112.5MG  ONCE DAILY

ORAL
 WYETH

Anxiety  
Bedridden  
Drug effect decreased  
Dyspnoea  
Feeling of body temperature change  
Feeling of despair  
Headache  
Heart rate increased  
Hyperhidrosis  
Mental disorder  
Mobility decreased  
Mood swings  
Motion sickness  
Muscle twitching  
Nausea  
Nervous system disorder  
Nightmare  
Paraesthesia  
Photophobia  
Sinus disorder  
Tremor  
Vomiting  
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5772012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2005 5772012 DIRECT Y RI 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR XR S ORAL 75MG   QD   ORAL  WYETH
Drug withdrawal syndrome EFFEXOR S ORAL 25MG   QD   ORAL  WYETH
5772015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2005 5772015 DIRECT N HO 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 150MG    ORAL  
Nausea ZYPREXA C  
Depression  
Nervous system disorder  
Sensory disturbance  
Suicidal ideation  

5771255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2005 5771255 DIRECT Y 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 175MG   QD    ORAL  WYETH
Anxiety  
Product quality issue  
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5763378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2005 5763378 EXPEDITED (15-DAY) Y HO A03200403008 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature labour AMBIEN S ORAL 20 MG HS- ORAL  
Caesarean section EFFEXOR XR S ORAL 450 MG QD- ORAL  
Maternal drugs affecting foetus MIRTAZAPINE C  
Pregnancy ARIPIPRAZOLE C  

TIAGABINE HYDROCHLORIDE C  
CLONAZEPAM C  
TIAGABINE HYDROCHLORIDE C  
LORAZEPAM C  

5771829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2005 5771829 EXPEDITED (15-DAY) Y DS GBWYE523822MAR05 62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG FREQUENCY

ORAL
35 DAY

Eyelid ptosis CO-CODAMOL            (CODEINE
PHOSPHATE/PARACETAMOL)

C  

Diplopia  
Feeling abnormal  
Sensory loss  
5773051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2005 5773051 EXPEDITED (15-DAY) Y OT HQWYE182218MAR05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Schizophrenia EFFEXOR XR S 150 MG  OR 75 MG  
Delusion  
Suicidal ideation  
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5773054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2005 5773054 EXPEDITED (15-DAY) N DE,HO HQWYE331924MAR05 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR XR S ORAL 187.5  MG 1X PER 1

DAY, ORAL
 

Panic attack LAMICTAL S  
Completed suicide SEROQUEL S  
Drug withdrawal syndrome TEGRETOL S  
Treatment noncompliance VISTARIL S  
Medication error XANAX XR S  
5774508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2005 5774508 EXPEDITED (15-DAY) OT HQWYE282123MAR05 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S "GOING OFF"  
Condition aggravated  
Suicidal ideation  

5658870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2005 5658870 EXPEDITED (15-DAY) Y HO,DS HQWYE996713SEP04 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Influenza like illness SYNTHROID C  
Nightmare LIPITOR C  
Incoherent ORTHO CYCLEN

(ETHINYLESTRADIOL/
NORGESTIMATE)

C  

Ventricular extrasystoles LEVAQUIN C  
White blood cell count increased AUGMENTIN C  
Pallor TYLENOL WITH CODEINE C  
Nausea KEFLEX C  
Supraventricular extrasystoles FERROUS SULFATE C  
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5658870
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthropod bite  
Arthropod-borne disease  
Blood pressure orthostatic abnormal  
Breast cyst  
Crying  
Dizziness  
Drug withdrawal syndrome  
Extrasystoles  
Facial pain  
Fatigue  
Furuncle  
Hypoaesthesia  
Irritability  
Mental impairment  
Mitral valve incompetence  
Myalgia  
Myositis  
Palpitations  
Sinusitis  
Staphylococcal infection  
Tricuspid valve incompetence  
5764673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2005 5764673 EXPEDITED (15-DAY) Y OT GBWYE466401MAR05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block right EFFEXOR S  
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5775090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2005 5775090 EXPEDITED (15-DAY) Y OT GBWYE525222MAR05 51 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
Contusion  
Intentional self-injury  
Laceration  
5775201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2005 5775201 EXPEDITED (15-DAY) Y OT DEWYE482507MAR05 57 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG PER DAY,

ORAL
 

Atrial flutter  
Blood pressure increased  
Bundle branch block right  
5775203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2005 5775203 EXPEDITED (15-DAY) Y OT GBWYE535124MAR05 82 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Catatonia  
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5774142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2005 5774142 DIRECT Y HO,LT,RI 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Torsade de pointes FLUCONAZOLE S ORAL 400 DAILY ORAL  
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 112.5 DAILY ORAL  
Electrocardiogram QT prolonged FLUOXETINE C  

METOPROLOL TARTRATE C  
VANCOMYCIN C  
CEFTRIAXONE C  

5774458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2005 5774458 DIRECT Y DE 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subarachnoid haemorrhage ADDERALL S ORAL 10 MG PO QD  

EFFEXOR S ORAL 75 MG PO QD  
5774647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2005 5774647 DIRECT N DE 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents NEURONTIN S 2 MTH
Circulatory collapse OXYCONTIN S  
Loss of consciousness OXYCODONE HYDROCHLORIDE S  
Incoherent EFFEXOR S  
Dehydration ALPRAZOLAM S  
Accidental death  
Drug interaction  
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5775570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2005 5775570 EXPEDITED (15-DAY) N DE,OT 2005049181 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse GABAPENTIN S ORAL 1 IN 1 D, ORAL  
Confusional state OXYCODONE (OXYCODONE) S  
Vision blurred OXYCONTIN S  
Lung disorder EFFEXOR S  
Accidental death ALPRAZOLAM (ALPRAZOLAM) C  
Hepatic steatosis  
Hypotonia  
Toxicity to various agents  
Unevaluable event  
5775881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2005 5775881 EXPEDITED (15-DAY) Y HO DEWYE537229MAR05 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sopor VENLAFAXINE HYDROCHLORIDE S ORAL 12 TABLETS 75 MG

EACH (OVERDOSE
AMOUNT 900MG);
ORAL

1 DAY

Areflexia PROMETHAZINE S ORAL 4 TABLETS
(OVERDOSE AMOUNT
100MG); ORAL

1 DAY

Agitation MIRTAZAPINE S ORAL 45 TABLETS
(OVERDOSE AMOUNT
675MG); ORAL

1 DAY

Tachycardia ZOPICLONE S ORAL 10 TABLETS
(PVERDOSE AMOUNT
75MG); ORAL

1 DAY

Blood pressure increased  
Intentional overdose  
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5775888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2005 5775888 EXPEDITED (15-DAY) Y HO,OT SEWYE538829MAR05 Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S ORAL 225 MG 1 X PER 1

DAY; ORAL
11 DAY

Serotonin syndrome REMERON S ORAL 30 MG 1X PER 1 DAY;
ORAL

11 DAY

Disturbance in attention  
Headache  
Hyperhidrosis  
5775942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2005 5775942 EXPEDITED (15-DAY) Y HO HQWYE340624MAR05 47 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressive delusion EFFEXOR S ORAL 225-375 MG; ORAL 971 DAY
Hypothyroidism EFFEXOR S ORAL 450 MG 1X PER 1 DAY;

ORAL (SEE IMAGE)
9 DAY

Agitation SEROQUEL S ORAL 200-400 MG; ORAL
(SEE IMAGE)

 

Aggression ORFIRIL (VALPROATE SODIUM) C  
Postpartum hypopituitarism ATORVASTATIN CALCIUM C  PARKE DAVIS

PAROXETINE HYDROCHLORIDE C  
LORAZEPAM C  
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5775922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2005 5775922 EXPEDITED (15-DAY) OT HQWYE332924MAR05 35 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angle closure glaucoma EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Corneal oedema  
Effusion  
Myopia  
Ocular discomfort  
Pupil fixed  
Vision blurred  

5774323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2005 5774323 EXPEDITED (15-DAY) Y DE,HO HQWYE333024MAR05 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 3 G (OVERDOSE

AMOUNT); ORAL
 

Brain oedema RISPERDAL S ORAL 60 MG (OVERDOSE
AMOUNT); ORAL

 

Ammonia increased VALPROIC ACID S ORAL 20 G (OVERDOSE
AMOUNT); ORAL

 

Blood pressure increased  
Cerebral circulatory failure  
Completed suicide  
Tachycardia  
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5774420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2005 5774420 DIRECT Y OT 84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR XR S ORAL 150MG DAILY PO  
Anxiety ULTRACET S ORAL 37.5/ 325 2 TABLETS

FOUR TIMES DAILY PO
 

Confusional state  
Depressed level of consciousness  
Hot flush  
Nausea  
Tremor  
5776158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2005 5776158 EXPEDITED (15-DAY) Y OT HQWYE364525MAR05 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S SEE IMAGE  
Hypotension BUPROPION HYDROCHLORIDE S 100 MG 1X PER 1 DAY  
Therapeutic response decreased SINGULAIR C  
Drug withdrawal syndrome ADVAIR (FLUTICASONE

PROPIONATE/SALMETEROL
XINAFOATE)

C  

LORAZEPAM C  
TRAZODONE HYDROCHLORIDE C  
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5776172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2005 5776172 EXPEDITED (15-DAY) N OT DSA_26154_2005 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance ATIVAN S  
Suicidal ideation EFFEXOR S ORAL 225 MG Q DAY PO  
Crying EFFEXOR S ORAL 225 MG Q DAY PO  
Vomiting EFFEXOR S ORAL 150 MG Q DAY PO  

EFFEXOR S ORAL 75 MG Q DAY PO  
EFFEXOR S ORAL 75 MG QOD PO  
WELLBUTRIN S  

5776700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2005 5776700 EXPEDITED (15-DAY) Y OT GBWYE548701APR05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colorectal cancer EFFEXOR XR S 150MG FREQUENCY

UNKNOWN
 

5747630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2005 5747630 EXPEDITED (15-DAY) Y OT GBWYE404107FEB05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal disorder EFFEXOR S  
Cataract AMILORIDE HYDROCHLORIDE C  
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5770991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2005 5770991 EXPEDITED (15-DAY) N HO US-
GLAXOSMITHKLINE-
A0551948A

53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt WELLBUTRIN S ORAL 200MG Twice per day  GLAXOSMITHKLINE
Mood altered EFFEXOR S ORAL 75MG Per day  
Psychotic disorder REMERON C  

EFFEXOR C  
METFORMIN HYDROCHLORIDE C  
70/30 HUMULIN INSULIN C  
LESCOL C  
LISINOPRIL C  
SEROQUEL C  
DEPAKOTE ER C  

5775668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2005 5775668 EXPEDITED (15-DAY) N OT HQWYE477629MAR05 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Obsessive-compulsive disorder EFFEXOR XR S SEE IMAGE  
Impulsive behaviour LEXAPRO C  
Aggression  
Antisocial behaviour  
Decreased interest  
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5775678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2005 5775678 EXPEDITED (15-DAY) Y DE DSA_26170_2005 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ATIVAN S  
Completed suicide EFFEXOR XR S ORAL 150 MG ONCE PO  
Asphyxia EFFEXOR XR S ORAL 75 MG Q DAY PO  
Partner stress ALEVE S  

PSEUDOEPHEDRINE
HYDROCHLORIDE

S  

5777298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2005 5777298 EXPEDITED (15-DAY) N OT HQWYE472115NOV04 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Rash GOODYS S 1 PACKET AS NEEDED
FOR HEADACHE

 

Chills  
Drug withdrawal syndrome  
Dyskinesia  
Hypotrichosis  
Myoclonus  
Platelet aggregation abnormal  
Thrombocytopenia  
Tremor  
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Detailed Report
5777472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2005 5777472 DIRECT Y HO 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR S  
Nausea ZOLOFT C  
Vomiting LANTUS C  
Pancreatitis RISPERDAL C  
Alcoholism TRAZODONE HYDROCHLORIDE C  

VICODIN C  
5777546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2005 5777546 DIRECT Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  WYETH
Drug dependence  
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Detailed Report
5711508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5711508 EXPEDITED (15-DAY) Y HO,OT HQWYE150622DEC04 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 75 MG 1X
PER 1 DAY, ORAL

 

Medication error LISINOPRIL (LISINOPRIL) C  
Hyperhidrosis ZONEGRAN C  
Abnormal dreams SONATA C  
Myocardial infarction NASACORT C  
Arteriospasm coronary ALLEGRA-D C  
Drug withdrawal syndrome ALEVE C  
Mood altered MOBIC C  
Insomnia EXCEDRIN (ACETYLSALICYLIC

ACID/CAFFEINE/PARACETAMOL/
SALICYLAMIDE)

C  

AXERT C  
VICODIN C  

5770832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5770832 EXPEDITED (15-DAY) Y OT L05-ITA-01092-01 60 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epistaxis ESCITALOPRAM OXALATE S ORAL 20 MG QD PO  
Rectal haemorrhage ESCITALOPRAM OXALATE S ORAL 15 MG QD PO  
Drug interaction ESCITALOPRAM OXALATE S ORAL 5 MG QD PO  

VENLAFAXINE S ORAL 150 MG QD PO  
VENLAFAXINE S ORAL 100 MG QD PO  
VENLAFAXINE S ORAL 37.5 MG QD PO  
MIRTAZAPINE S ORAL 15 MG QD PO  
MIRTAZAPINE S ORAL 7.5 MG QD PO  
OMEPRAZOLE C  
IRBESARTAN C  
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Detailed Report
5775186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5775186 EXPEDITED (15-DAY) N HO,OT 2005049308 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident ZOLOFT S ORAL 50 MG (50 MG, 1 IN 1

D), ORAL
 

Upper limb fracture VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Head injury OMEPRAZOLE S ORAL 20 MG (20 MG, 1 IN 1

D), ORAL
 

Erectile dysfunction HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

Sexual dysfunction AMLODIPINE C  
Accident at work FOSINOPRIL SODIUM C  
Back pain ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Neck pain SILDENAFIL CITRATE
(SILDENAFIL CITRATE)

C  

Abdominal pain upper  
Foreign body  
Gastric disorder  
Product quality issue  
Self-medication  
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Detailed Report
5775995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5775995 DIRECT N OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 225MG.   ONCE A DAY

ORAL
 

Agitation  
Arthralgia  
Dizziness  
Drug ineffective  
Drug withdrawal syndrome  
Fatigue  
Headache  
Influenza  
Insomnia  
Malaise  
Migraine  
Muscle tightness  
Myalgia  
Nausea  
Neck pain  
5777068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5777068 EXPEDITED (15-DAY) Y OT GBWYE508616MAR05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S  
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Detailed Report
5777070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5777070 EXPEDITED (15-DAY) Y OT HQWYE649304APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR S ORAL  
Aggression  
Akathisia  
5777071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5777071 EXPEDITED (15-DAY) Y HO HQWYE649504APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL SEE IMAGE  
Aggression OLANZAPINE (OLANZAPINE) S  
5777549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5777549 EXPEDITED (15-DAY) Y OT GBWYE525422MAR05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypokinesia EFFEXOR XR S 1 TABLET  
Impaired driving ability  
Muscle spasms  
Road traffic accident  
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Detailed Report
5777557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5777557 EXPEDITED (15-DAY) Y HO HQWYE647204APR05 80 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Joint stiffness EFFEXOR S 75 MG 1X PER 1 DAY  

METHADONE HYDROCHLORIDE
(METHADONE HYDROCHLORIDE)

C  

OMEPRAZOLE C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

CENTRUM (MULTIVITAMIN/
MULTIMINERAL)

C  

ACETAMINOPHEN C  
ALENDRONATE SODIUM C  
COLOXYL WITH SENNA
(DOCUSATE SODIUM/
SENNOSIDE A+B)

C  

SORBITOL (SORBITOL) C  
5777561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5777561 EXPEDITED (15-DAY) Y OT HQWYE652004APR05 24 YR Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Physical assault EFFEXOR S ORAL "4.0" ORAL  
Aggression  
Agitation  
Homicidal ideation  
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Detailed Report
5779535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2005 5779535 DIRECT N HO,DS,LT Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S 1 BY MOUTH DAILY  WYETH
Asthenia  
Dizziness  
Headache  
Influenza  
Influenza like illness  
Mood altered  
Product quality issue  

5680471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2005 5680471 EXPEDITED (15-DAY) N OT HQWYE268605NOV04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR XR S SEE IMAGE/A FEW

YEARS
 

Drug withdrawal syndrome  
Feeling of despair  
5768598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2005 5768598 EXPEDITED (15-DAY) Y DS HQWYE003310MAR05 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Anxiety HYDROCHLOROTHIAZID

(HYDROCHLOROTHIAZIDE)
C  

Asthenia  
Drug withdrawal syndrome  
Impaired work ability  
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Detailed Report
5772168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2005 5772168 EXPEDITED (15-DAY) DE US-
ABBOTT-03P-163-02258
47-00

50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents HYDROCODONE S Not reported  

BUPROPION S Not reported  
VENLAFAXINE S Not reported  

5778001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2005 5778001 EXPEDITED (15-DAY) N DS HQWYE486929MAR05 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S  
Drug withdrawal syndrome  
Dyspnoea  
Impaired driving ability  
Insomnia  
Muscle twitching  
Tinnitus  
Visual impairment  

5691543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5691543 EXPEDITED (15-DAY) Y OT NLWYE212318NOV04 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL HIGH DOSE  
Rash papular  
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Detailed Report
5757210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5757210 EXPEDITED (15-DAY) Y DS,OT HQWYE413518FEB05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle twitching EFFEXOR S ORAL SEE IAMGE  
Anxiety  
Drug withdrawal syndrome  
Nervous system disorder  
Paraesthesia  
Treatment noncompliance  
Vision blurred  
5773463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5773463 EXPEDITED (15-DAY) DE,OT US-
ABBOTT-05P-163-02961
09-00

19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain oedema VALPROIC ACID S ORAL  
Brain death RISPERIDONE S ORAL  
Pupil fixed VENLAFAXINE HYDROCHLORIDE S ORAL  
Blood pressure systolic increased  
Brain herniation  
Drug level increased  
Encephalopathy  
Hyperammonaemia  
Intentional overdose  
Lethargy  
Mental status changes  
Posturing  
Tachycardia  
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Detailed Report
5775944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5775944 EXPEDITED (15-DAY) DS HQWYE342924MAR05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  
Anxiety  
Condition aggravated  
Depression  
Fear  
General physical health deterioration  
Impaired work ability  
Medication residue present  
Obsessive-compulsive disorder  
Panic attack  
Stool analysis abnormal  
5779145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5779145 EXPEDITED (15-DAY) Y OT HQWYE631101APR05 27 YR Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 450 MG 1X PER 1 DAY  
Homicidal ideation CLOPENTHIXOL

HYDROCHLORIDE
S "INJECTION"  

5779304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5779304 EXPEDITED (15-DAY) Y OT HQWYE648704APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL  
Homicidal ideation CLOPENTHIXOL

HYDROCHLORIDE
S  

Aggression  
Akathisia  
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Detailed Report
5779305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5779305 EXPEDITED (15-DAY) Y HO,OT HQWYE647004APR05 1 DAY Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S TRANSPLACENTAL SEE IMAGE  
Agitation neonatal  
Fever neonatal  
Infantile vomiting  
Maternal exposure during pregnancy  
Neonatal tachypnoea  
5780691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5780691 EXPEDITED (15-DAY) Y OT HQWYE646904APR05 22 YR Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL OVERDOSE AMOUNT

UNKNOWN; ORAL
 

Overdose ZOLOFT S ORAL OVERDOSE AMOUNT
UNKNOWN; ORAL

 

5780792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 5780792 EXPEDITED (15-DAY) Y OT NLWYE556905APR05 32 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL 75 MG; ORAL  
6089438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2005 6089438 EXPEDITED (15-DAY) Y OT HQWYE648804APR05 24 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL  
Homicidal ideation ZOLOFT S ORAL  
Akathisia  
Personality change  
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Detailed Report
5718414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5718414 EXPEDITED (15-DAY) Y OT FRWYE319806JAN05 20 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Anxiety EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
 

Aggression LOXAPAC C  
Agitation  
Condition aggravated  
Depression  
Suicidal ideation  
5775947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5775947 EXPEDITED (15-DAY) DE,HO HQWYE244622MAR05 69 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug reaction with eosinophilia and systemic
symptoms

EFFEXOR S  

Herpes zoster TENORMIN C  
Encephalitis XANAX C  
Meningitis VASTAREL C  
Blood immunoglobulin G increased  
Cholestasis  
Confusional state  
Disease recurrence  
Epidermal necrosis  
Hepatitis  
Hypereosinophilic syndrome  
Renal failure  
Toxic skin eruption  
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Detailed Report
5776882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5776882 EXPEDITED (15-DAY) Y DS GBWYE544230MAR05 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Abnormal dreams  
Apathy  
Depressed mood  
Fatigue  
Irritability  
Night sweats  
5778115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778115 EXPEDITED (15-DAY) Y OT HQWYE645304APR05 49 YR Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
Akathisia  
Suicidal ideation  
Suicide attempt  
5778130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778130 EXPEDITED (15-DAY) Y OT HQWYE650604APR05 33 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia EFFEXOR XR S ORAL 150 MG 1 X PER 1

DAY; ORAL
25 DAY

White blood cell count decreased CLOZARIL S ORAL 300 MG1X PER DAY 149 DAY
LAMICTAL S ORAL 25 MG 1X PER DAY 29 
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Detailed Report
5778134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778134 EXPEDITED (15-DAY) Y HO HQWYE647704APR05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

ORAL
 

Status epilepticus  
5778148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778148 EXPEDITED (15-DAY) Y HO HQWYE651004APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
Suicide attempt  
5778172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778172 EXPEDITED (15-DAY) Y OT HQWYE650404APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL UNSPECIFIED DOSE

AND FREQUENCY;
ORAL

 

Aggression  
Suicide attempt  
5778189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778189 EXPEDITED (15-DAY) OT HQWYE650504APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S ORAL UNSPECIFIED DOSE

AND FREQUENCY;
ORAL

 

Akathisia ALCOHOL (ETHANOL) S ORAL  
Suicidal ideation  
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Detailed Report
5778372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778372 EXPEDITED (15-DAY) Y HO HQWYE648004APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL ORAL  
Aggression ZYPREXA S  
Akathisia  
Homicidal ideation  
5778373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778373 EXPEDITED (15-DAY) Y HO HQWYE648304APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S ORAL ORAL  
Akathisia  
5778423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778423 EXPEDITED (15-DAY) Y OT HQWYE647604APR05 44 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY  
Aggression XANAX C  
Anger DIAZEPAM (DIAZEPAM) C  
5778430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778430 EXPEDITED (15-DAY) Y LT,OT HQWYE647304APR05 28 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 150 MG 1X PER 1 DAY  
Supraventricular tachycardia EPINEPHRINE S 1 MG 1X PER 1 TOT  

LIDOCAINE HYDROCHLORIDE
\PHENYLEPHRINE
HYDROCHLORIDE

S NASAL 5 ML 1X PER 1 TOT  
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Detailed Report
5778465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778465 EXPEDITED (15-DAY) Y OT FRWYE556604APR05 19 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR S ORAL 50 MG 2X PER 1 DAY

ORAL
19 DAY

Prothrombin level decreased PURINETHOL C  
Drug withdrawal syndrome PRAZOSIN HYDROCHLORIDE C  

NOCTAMID (LORMETAZEPAM) C  
5778750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5778750 EXPEDITED (15-DAY) Y OT HQWYE688005APR05 67 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain oedema EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  
Encephalitis NORVASC C  
5779244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5779244 EXPEDITED (15-DAY) Y OT HQWYE646004APR05 32 YR Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S ORAL ORAL  
Suicidal ideation ALCOHOL S  
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Detailed Report
5780050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2005 5780050 EXPEDITED (15-DAY) N OT HQWYE623601APR05 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S ORAL ORAL  
Drug effect decreased  
Drug withdrawal syndrome  
Flat affect  
Hot flush  
Hyperhidrosis  
Hypokinesia  
Vomiting  
Weight increased  

5779360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2005 5779360 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 75 MG/DAY, 37.5 MG/

DAY
 WYETH

Dizziness  
Hyperhidrosis  
Nausea  
Vomiting  
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Detailed Report
5764907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2005 5764907 EXPEDITED (15-DAY) Y DE 2005010786 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure AMLODIPINE S ORAL 5 MG (5 MG,

INTERVAL:  EVERY
DAY), ORAL

 

Hypoalbuminaemia EFFEXOR S ORAL 1 DOSE FORM
(INTERVAL: EVERY
DAY), ORAL

 

Anaemia LANTUS S SUBCUTANEOUS SUBCUTANEOUS  
Diabetes mellitus DIGOXIN S ORAL 0.125 MG (0.125 MG,

INTERVAL: EVERY
DAY), ORAL

 

Dilatation ventricular FUROSEMIDE (FUROSEMIDE) S INTERVAL: EVERY
DAY

 

Ventricular hypokinesia THALIDOMIDE S ORAL 300 MG (INTERVAL:
EVERY DAY), ORAL

 

Hypergammaglobulinaemia FUROSEMIDE
\SPIRONOLACTONE

S ORAL 5 DOSE FORMS (1 IN 1
D), ORAL

 

Condition aggravated  
5780651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2005 5780651 EXPEDITED (15-DAY) Y HO ESWYE20021MAR05 52 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY;

150 MG 1X PER 1 DAY
 

Gait disturbance  
Loss of consciousness  
Muscle rigidity  
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Detailed Report
5780808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2005 5780808 EXPEDITED (15-DAY) Y OT HQWYE646304APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S ORAL ORAL  
Suicidal ideation FLUOXETINE S ORAL ORAL  

HALOPERIDOL S ORAL ORAL  
HALOPERIDOL S ORAL ORAL  
QUETIAPINE FUMARATE S ORAL ORAL  

5782342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2005 5782342 DIRECT OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 75-150 EVERY DAY  
Drug dependence LEXAPRO S 10 MG  EVERYDAY  
Therapeutic response decreased  

5733689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2005 5733689 EXPEDITED (15-DAY) Y 2005-124483-NL 53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome MIRTAZAPINE S 15 MG 12 DAY

VENLAFAXINE HYDROCHLORIDE S 100 MG 483 DAY
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Detailed Report
5739561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2005 5739561 EXPEDITED (15-DAY) Y DE,HO,LT FRWYE378828JAN05 81 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral haemorrhage EFFEXOR XR S ORAL 37.5 MG 3X PER 1 DAY

ORAL
3 DAY

Fall ATACAND S ORAL 8 MG 1X PER 1 DAY
ORAL

 

Malaise ENOXACIN SESQUIHYDRATE S ORAL 2 TABLET 1X PER 1
WK ORAL

 

Motor dysfunction LORMETAZEPAM S ORAL 1 TABLET 1X PER 1
DAY ORAL

 

Aphasia NOPRON (NIAPRAZINE, , 0) S ORAL 2 DOSE 1X PER 1 DAY
ORAL

 

Subdural haematoma VASTAREL S ORAL ORAL  
Brain herniation LANTUS C  
Blood pressure increased  
Hemiplegia  
5749462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2005 5749462 EXPEDITED (15-DAY) Y HO GBWYE408708FEB05 36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vasculitis cerebral VENLAFAXINE HYDROCHLORIDE S ORAL 225MG DAILY (150MG

AM AND 75MG PM)
 

Cerebral haemorrhage DIAZEPAM (DIAZEPAM) C  
Brain oedema BECLOMETHASONE

DIPROPIONATE
C  

Aphasia  
Coordination abnormal  
Dysarthria  
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5778118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2005 5778118 EXPEDITED (15-DAY) OT HQWYE541430MAR05 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Anxiety  
Blood pressure diastolic increased  
Headache  
Inappropriate schedule of drug administration  
Influenza  
Muscle twitching  
Photopsia  
Suicidal ideation  
Treatment noncompliance  
Tremor  
5782085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2005 5782085 EXPEDITED (15-DAY) Y 2005-127243-NL 35 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angle closure glaucoma MIRTAZAPINE S DF  
Astigmatism VENLAFAXINE HYDROCHLORIDE S 75 MG  
Hypermetropia SERTRALINE HYDROCHLORIDE S DF  
Effusion  
Flat anterior chamber of eye  
Myopia  
Refusal of treatment by patient  
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5782089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2005 5782089 EXPEDITED (15-DAY) Y HO DEWYE575111APR05 26 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL 8 TABLETS 150MG

EACH (OVERDOSE
AMOUNT 1200MG)
ORAL

1 DAY

Fatigue PROTHIPENDYL
HYDROCHLORIDE

S ORAL 6 TABLETS 40MG
EACH (OVERDOSE
AMOUNT 240MG)
ORAL

1 DAY

ACETAMINOPHEN S ORAL 30 TABLETS 500MG
EACH (OVERDOSE
AMOUNT 15000MG)
ORAL

1 DAY

PERAZINE S ORAL 20 TABLETS 25MG
EACH (OVERDOSE
AMOUNT 500MG)
ORAL

1 DAY

VALIUM S ORAL 3 TABLETS 10MG
EACH (OVERDOSE
AMOUNT 30MG) ORAL

1 DAY

5765158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5765158 EXPEDITED (15-DAY) Y OT GBWYE493110MAR05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block right EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome DIAZEPAM (DIAZEPAM) C  
Blood pressure increased LANSOPRAZOLE C  
Mood altered AMLODIPINE C  
Drug ineffective ATENOLOL (ATENOLOL) C  
Anxiety CARBIMAZOLE (CARBIMAZOLE) C  
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5777084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5777084 EXPEDITED (15-DAY) Y OT US-
GLAXOSMITHKLINE-
A0547369A

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion WELLBUTRIN XL S ORAL  GLAXOSMITHKLINE
Muscle twitching EFFEXOR S 225MG In the morning  
Accidental overdose  
5781215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5781215 DIRECT N HO,LT,OT,RI 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 300 MG   DAY  ORAL  WYETH
Suicide attempt SYNTHROID C  
Drug withdrawal syndrome LEVOXYL C  
Abnormal behaviour  
Crying  
Depression  
Economic problem  
Hostility  
Suicidal ideation  
5781691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5781691 EXPEDITED (15-DAY) N OT HQWYE785707APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL "STARTED TRYING TO

DECREASE", ORAL
 

Condition aggravated XANAX C  
Drug withdrawal syndrome  
Unevaluable event  
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5782136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5782136 EXPEDITED (15-DAY) Y HO HQWYE689005APR05 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S  
Vomiting TRANSDERM SCOP S TRANSDERMAL SEE IMAGE  
Drug hypersensitivity VICODIN C  
Drug interaction CLOMIPHENE (CLOMIFENE) C  
Neuralgia TEGRETOL C  
Brain injury  
Feeling abnormal  
Headache  
Medication error  
Mental disorder  
Metabolic disorder  
Nervous system disorder  
Toxicity to various agents  
Trismus  
Vision blurred  
5782544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5782544 EXPEDITED (15-DAY) Y HO,OT HQWYE791007APR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Atrioventricular block RISPERDAL C ORAL 4 MG 1X PER 1 DAY,
ORAL

 

Drug interaction  
Treatment noncompliance  
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5783840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5783840 EXPEDITED (15-DAY) OT HQWYE870507MAR05 35 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Excoriation EFFEXOR S ORAL ORAL  
Skin haemorrhage EFFEXOR S ORAL 225 MG 1X PER 1 DAY;

ORAL
 

Skin lesion EFFEXOR S ORAL 150 MG 1X PER 1 DAY;
ORAL

 

Abnormal behaviour  
Compulsions  
Drug ineffective  
Self injurious behaviour  
5783863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5783863 EXPEDITED (15-DAY) Y OT HQWYE653304APR05 63 YR Male ROM

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Duodenal ulcer VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY;

ORAL
 

TRIMETAZIDINE C  
TANAKAN (GINKGO TREE
LEAVES EXTRACT)

C  

TRIMEBUTINE C  
ALFUZOSIN HYDROCHLORIDE C  
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5783890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2005 5783890 EXPEDITED (15-DAY) OT HQWYE871407MAR05 27 YR Male HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self injurious behaviour EFFEXOR S ORAL 150 MG DOSE,

FREQUENCY
UNSPECIFIED; ORAL

 

Condition aggravated  
Deformity  
Drug ineffective  
Excoriation  
Pyoderma  

4202668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2005 4202668 EXPEDITED (15-DAY) Y HO PHBS2004IT11483 19 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome CLOZAPINE S UNKNOWN 300 mg/d 730 DAY NOVARTIS
Coma CLOZAPINE S UNKNOWN 1000 mg/d  NOVARTIS
Delirium VENLAFAXINE S UNKNOWN 150 mg/d 730 DAY
Agitation VENLAFAXINE S UNKNOWN 900 mg/d  
Blood pressure abnormal CANNABIS S  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood cannabinoids  
Blood creatine phosphokinase increased  
Leukocytosis  
Myoglobin blood increased  
Overdose  
Pyrexia  
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5753508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2005 5753508 EXPEDITED (15-DAY) Y OT GBWYE433617FEB05 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block first degree EFFEXOR XR S ORAL ORAL  

EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;
ORAL

58 DAY

LISINOPRIL C  
BENDROFLUMETHIAZIDE C  

5783789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2005 5783789 EXPEDITED (15-DAY) N OT HQWYE884808APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin cancer EFFEXOR XR S  
5784026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2005 5784026 EXPEDITED (15-DAY) OT GRWYE586514APR05 21 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

ORAL
 

Aggression TEGRETOL C  
Suicide attempt SOLIAN (AMISULPRIDE) C  
5784031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2005 5784031 EXPEDITED (15-DAY) Y OT HQWYE018114APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic stroke EFFEXOR XR S ORAL ORAL  
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5784037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2005 5784037 EXPEDITED (15-DAY) Y OT NLWYE563707APR05 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impulse-control disorder EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Sexual abuse OXAXEPAM C  
5787371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2005 5787371 EXPEDITED (15-DAY) Y RI 2005GB00413 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis SEROQUEL S ORAL 200 MG DAILY PO  
Visual impairment VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG DAILY PO  
Major depression MIRTAZAPINE S  

PARACETAMOL S  
CODEINE C  
DICLOFENAC C  
BISACODYL\DIAZEPAM C  
DIAZEPAM C  

5789377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2005 5789377 DIRECT N 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 175  1 TIME A DAY

ORAL
 

Extrasystoles  
Feeling abnormal  
Muscle spasms  
Nausea  
Photopsia  
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5779731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2005 5779731 EXPEDITED (15-DAY) N HO GBWYE514718MAR05 77 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal LITHIUM S UNKNOWN 600MG Per day  GLAXOSMITHKLINE
Gamma-glutamyltransferase abnormal EFFEXOR XR S UNKNOWN  
Abdominal pain MIRTAZAPINE S UNKNOWN 60MG Unknown  
Transaminases increased OLANZAPINE S UNKNOWN 102 WEEK
Intestinal obstruction EFFEXOR C 37.5MG Per day  
Alanine aminotransferase increased  
Blood alkaline phosphatase increased  

3434743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2005 3434743 EXPEDITED (15-DAY) N HO HQ8148310DEC1999 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 300 MG DAILY

TITRATED TO OFF,
ORAL

 

Psychomotor hyperactivity ENBREL S SUBCUTANEOUS 25 MG 2X PER 1 WK,
SUBCUTANEOUS

 

Mania NORTRIPTYLINE
HYDROCHLORIDE

S  

Drug interaction METHOTREXTE
(METHOTREXATE)

C  

Hypertension ZOCOR C  
Pyrexia PREMARIN C  

ZANTAC C  
LEUCOVORIN (FOLINIC ACID) C  
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4166167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2005 4166167 EXPEDITED (15-DAY) Y HO,OT HQWYE519518JUN04 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonitis EFFEXOR S 75 & 150 MG

(FREQUENCY
UNSPECIFIED)

11 MTH

Alveolitis allergic FUROSEMIDE (FUROSEMIDE) C  
Hypoxia ATORVASTATIN

(ATORVASTATIN)
C  

Lymphadenopathy ZETIA (EZETIMIBE) C  
Postoperative fever VALDECOXIB C  
Post procedural complication LEVOTHYROXINE SODIUM C  
Bronchiolitis ESTRADIOL C  
Cardiac failure congestive  
No therapeutic response  
5786525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2005 5786525 EXPEDITED (15-DAY) N OT HQWYE074418APR05 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR XR S ORAL "VARIOUS HIGH

DOSES USUALLY 225
MG TO 300 MG A DAY",
ORAL

 

Dizziness ASPIRIN (ACETYLSALICYLIC
ACID)

C  

Anxiety IBUPROFEN (IBUPROFEN) C  
Circadian rhythm sleep disorder  
Cold sweat  
Drug dependence  
Drug effect decreased  
Dyspepsia  
Rectal haemorrhage  
Treatment noncompliance  
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5786978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2005 5786978 EXPEDITED (15-DAY) Y OT GBWYE592818APR05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block right EFFEXOR S 75 MG 1X PER 1 DAY  
Heart rate irregular  
5787218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2005 5787218 EXPEDITED (15-DAY) Y OT HQWYE019314APR05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic stroke EFFEXOR XR S ORAL  

5787808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2005 5787808 EXPEDITED (15-DAY) Y LT,OT HQWYE022814APR05 48 YR Female HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
3 DAY

Asphyxia XANAX C  
Laryngeal oedema  

Page: 1,157 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5787928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2005 5787928 EXPEDITED (15-DAY) N HO,OT HQWYE023014APR05 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Mood altered WELLBUTRIN SR S ORAL 200 MG 2X PER 1 DAY,
ORAL

 

Psychotic disorder REMERON C  
METFORMIN HYDROCHLORIDE C  
HUMULIN 70/30 C  
LESCOL C  
LISINOPRIL (LISINOPRIL) C  
SEROQUEL C  
SEMISODIUM VALPROATE C  

5787996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2005 5787996 EXPEDITED (15-DAY) Y DE HQWYE017014APR05 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL ORAL  
Convulsion WELLBUTRIN XL S ORAL ORAL  
5788539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2005 5788539 EXPEDITED (15-DAY) N OT HQWYE126419APR05 71 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Aura  
Visual impairment  
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5788544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2005 5788544 EXPEDITED (15-DAY) N OT HQWYE038915APR05 52 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersomnia EFFEXOR XR S ORAL SEE IMAGE 1 DAY
Abdominal discomfort DILOSYN (METHDILAZINE

HYDROCHLORIDE)
C  

Dysuria INDERAL C  
Asthenia LOSEC (OMEPRAZOLE) C  
Back pain  
Dysstasia  
5789595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2005 5789595 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR XR S ORAL 75MG   DAILY   ORAL  
Dizziness  
Drug withdrawal syndrome  
Loss of consciousness  
Vomiting  
5790736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2005 5790736 DIRECT N RI 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait deviation EFFEXOR S 150 MG DAY  
Abdominal pain upper  
Drug dose omission  
Pyrexia  
Treatment noncompliance  
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5693107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2005 5693107 EXPEDITED (15-DAY) Y HO,OT FRWYE225923NOV04 69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary hypertension EFFEXOR S ORAL ORAL  
Condition aggravated LOVENOX S ORAL ORAL  

OMEPRAZOLE S ORAL ORAL  
PRIMPERAN S ORAL ORAL  
MORPHINE SULFATE S ORAL ORAL  
TRACLEER S ORAL SEE IMAGE 34 DAY
MOVICOL C  

5722059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2005 5722059 EXPEDITED (15-DAY) Y DE FRWYE312804JAN05 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY;

ORAL
 

Condition aggravated AMLODIPINE BESYLATE S ORAL 5 MG 1X PER 1 DAY;
ORAL

 

LANTUS S SUBCUTANEOUS 20 IU; SC  
THALIDOMIDE S ORAL 300 MG 1X PER 1 DAY;

ORAL
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5752955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2005 5752955 EXPEDITED (15-DAY) Y OT GBWYE434617FEB05 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 225 MG 1X PER 1 DAY;

UNKNOWN
1 DAY

Inappropriate affect EFFEXOR XR S 150 MG 1X PER 1 DAY;
UNKNOWN (SEE
IMAGE)

 

Depressed mood EFFEXOR S 37.5 MG 2X PER 1 DAY  
Aggression  
Crying  
Feeling abnormal  
Suicidal ideation  

5789636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2005 5789636 EXPEDITED (15-DAY) Y DE HQWYE178221APR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death EFFEXOR XR S 112.5 MG 1X PER 1

DAY
 

5791660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2005 5791660 EXPEDITED (15-DAY) Y HO GBWYE606721APR05 57 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inguinal hernia EFFEXOR S ORAL ONE TWICE DAILY

ORAL
834 DAY

Diverticulitis  
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7074387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2005 7074387 EXPEDITED (15-DAY) Y HO,CA,OT NLWYE596619APR05 1 DAY Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S TRANSPLACENTAL 37.5 MG 1 X PER 1

DAY
 

Maternal exposure during pregnancy  
Neonatal hypotension  
Neonatal respiratory failure  

5785911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2005 5785911 EXPEDITED (15-DAY) OT GB-
ABBOTT-05P-167-02981
98-00

34 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy VALPROIC ACID S UNKNOWN  
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL  
Drug ineffective  
5792198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2005 5792198 EXPEDITED (15-DAY) Y DE HQWYE175821APR05 66 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death EFFEXOR XR S ORAL SEE IMAGE  
Fall LISINOPRIL (LISINOPRIL) C  
Sinus tachycardia ZOLOFT C  
Pulmonary embolism RISPERDAL C  
Cardiovascular disorder  
Death of relative  
Myocardial infarction  
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5792924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2005 5792924 EXPEDITED (15-DAY) Y HO,OT ITWYE622527APR05 74 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatic enzymes increased EFFEXOR S ORAL 150 MG 1X PER 1 DAY 59 DAY

REMERON C  

5731257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2005 5731257 EXPEDITED (15-DAY) Y OT GBWYE363724JAN05 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S ORAL SEE IMAGE, ORAL  
Maternal exposure during pregnancy  
5793444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2005 5793444 EXPEDITED (15-DAY) N HO HQWYE191422APR05 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL ORAL  
Agitation  
Dysphonia  
Feeling abnormal  
Hyperhidrosis  
Overdose  
Pressure of speech  
Speech disorder  
Unevaluable event  

4213043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2005 4213043 EXPEDITED (15-DAY) Y HO HQWYE665730AUG04 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Suicidal ideation ALBUTEROL (SALBUTAMOL) C  
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4213043
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychiatric symptom NEXIUM (ESOMEPRAZOLE) C  
Impulsive behaviour ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Tattoo LISINOPRIL (LISINOPRIL) C  
Insomnia SONATA C  
Merycism SEROQUEL C  
Agitation BENADRYL C  
Feeling of despair ACETAMINOPHEN

\DIPHENHYDRAMINE
C  

Thinking abnormal ASPIRIN C  
Obsessive thoughts GARLIC (GARLIC) C  
Dysphoria VITAMIN C C  
Anxiety VITAMIN E C  
Tearfulness CALCIUM C  
Hyperventilation HYDROCHLOROTHIAZIDE /

TRIAMTERENE
(HYDROCHLOROTHIAZIDE/
TRIAMTERENE)

C  

Abnormal dreams  
Anhedonia  
Apathy  
Bipolar disorder  
Blood uric acid increased  
Disease recurrence  
Electrocardiogram T wave abnormal  
Feeling abnormal  
Gamma-glutamyltransferase increased  
Hallucination, visual  
Irritability  
Major depression  
Psychotic disorder  
Stress  

Page: 1,164 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3773468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2005 3773468 EXPEDITED (15-DAY) Y HO 2002096195FR 85 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence ALPRAZOLAM (ALPRAZOLAM) S ORAL ORAL  
Asthenia HYDROCHLOROTHIAZIDE

\QUINAPRIL HYDROCHLORIDE
S ORAL ORAL  

Fall ZOLPIDEM TARTRATE S ORAL 10 MG (1 IN 1 D) ORAL  
Hyponatraemia TIANEPTINE S ORAL 12.5 MG (2 IN 1 D)

ORAL
 

VENLAFAXINE HYDROCHLORIDE S ORAL 25 MG (2 IN 1 D) ORAL  
ACETYLSALICYLATE LYSINE C  
UNSPECIFIED INGREDIENT C  

5761001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2005 5761001 EXPEDITED (15-DAY) HO DEWYE477604MAR05 85 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 1 DAY
Drug level increased RISPERDAL S ORAL SEE IMAGE 1 DAY
Aspartate aminotransferase increased LORAZEPAM C  
Alanine aminotransferase increased  
Blood alkaline phosphatase increased  
Gamma-glutamyltransferase increased  
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5781496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2005 5781496 EXPEDITED (15-DAY) Y HO,OT CHPA2005US00982 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning TRANSDERM SCOP S TRANSDERMAL ONCE/SINGLE,

TRANSDERMAL
 

Brain injury EFFEXOR S  
Mental disorder VICODIN C  
Neuralgia CLOMIPHENE (CLOMIFENE) C  
Trismus TEGRETOL C  
Dizziness  
Drug hypersensitivity  
Drug interaction  
Feeling abnormal  
Headache  
Malaise  
Medication error  
Metabolic disorder  
Vision blurred  
Vomiting  

5769884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2005 5769884 EXPEDITED (15-DAY) N OT HQWYE150815MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome WELLBUTRIN S ORAL  GLAXOSMITHKLINE
Suicide attempt EFFEXOR XR S ORAL  
Suicidal ideation ATIVAN S UNKNOWN  
Crying  
Vomiting  
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5779527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2005 5779527 EXPEDITED (15-DAY) Y HO,OT HQWYE786007APR05 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis cholestatic EFFEXOR S ORAL 12.5 MG 1X PER 1

DAY, ORAL
 

5793701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2005 5793701 DIRECT N LT,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate irregular EFFEXOR XR S ORAL 150MG   DAILY    ORAL  WYETH
Suicide attempt ESTRADIOL C  
Dependence  
Depression  
Drug withdrawal syndrome  
Nervous system disorder  
Suicidal ideation  
5798314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2005 5798314 DIRECT DS,RI 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Musculoskeletal stiffness EFFEXOR XR S 1 CAP BID 6 WEEK
Mobility decreased SYNTHROID C  
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5722918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2005 5722918 EXPEDITED (15-DAY) Y OT HQWYE419305JAN05 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S SEE IMAGE  
Asthenia ESTROPIPATE C  
Abnormal behaviour  
Aggression  
Agitation  
Amnesia  
Convulsion  
Crying  
Drug dose omission  
Drug withdrawal syndrome  
Facial bones fracture  
Fall  
Head injury  
Loss of consciousness  
Medication error  
Swelling  
Syncope  
5796218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2005 5796218 EXPEDITED (15-DAY) Y DE FRWYE629328APR05 69 YR Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension EFFEXOR S ORAL 1 WEEK
Fall UNSPECIFIED INGREDIENT S  
Anaphylactic shock  
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5796223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2005 5796223 EXPEDITED (15-DAY) Y DE FRWYE629428APR05 75 YR Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arrhythmia EFFEXOR S ORAL 50 MG 2X PER 1 DAY  
5797742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2005 5797742 EXPEDITED (15-DAY) HO,DS DEWYE476904MAR05 59 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 12 DAY
Tremor CAPTOPRIL S ORAL 100 MG ORAL  
Drug level increased NORVASC S ORAL 5 MG ORAL  

HCT (HYDROCHLOROTHIAZIDE) C  
5797984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2005 5797984 EXPEDITED (15-DAY) Y DS FRWYE636503MAY05 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poland's syndrome EFFEXOR S ORAL 2 WEEK
Maternal exposure during pregnancy  
Neonatal disorder  
Skin hypoplasia  
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5797997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2005 5797997 EXPEDITED (15-DAY) Y HO,OT FRWYE635202MAY05 36 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancytopenia EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY 9 DAY
Staphylococcal bacteraemia PERFALGAN C  
Citrobacter infection CLONAZEPAM C  
Bacteraemia SCOPOLAMINE

HYDROCHLORIDE
(SCOPOLAMINE
HYDROCHLORIDE)

C  

NEXIUM C  
XANAX C  
MORPHINE C  
ZOLPIDEM TARTRATE C  

5798306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2005 5798306 DIRECT Y DS Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 150MG  QD ORAL  WYETH AYERST
Abnormal dreams  
Arthralgia  
Decreased activity  
Diarrhoea  
Disorientation  
Dizziness  
Headache  
Hyperacusis  
Impaired work ability  
Photophobia  
Shock  
Tinnitus  
Vomiting  
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5798499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2005 5798499 EXPEDITED (15-DAY) Y DE,HO HQWYE374027APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic obstructive pulmonary disease EFFEXOR XR S ORAL ORAL  

5779242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2005 5779242 EXPEDITED (15-DAY) Y OT HQWYE699805APR05 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 2 DAY
Nausea EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
2 DAY

Sleep disorder  
5784034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2005 5784034 EXPEDITED (15-DAY) Y HO GBWYE568808APR05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  MTH
Condition aggravated  
Convulsion  
Dystonia  
Oculogyric crisis  
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5794769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2005 5794769 EXPEDITED (15-DAY) Y HO,OT GBWYE590015APR05 75 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
10 DAY

Dizziness SIMVASTATIN C  
Hyperhidrosis DILTIAZEM C  
Feeling abnormal ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Drug withdrawal syndrome CARDURA C  
Blood pressure increased  
Heart rate increased  
Malaise  
5798756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2005 5798756 EXPEDITED (15-DAY) Y HO GBWYE637103MAY05 61 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood osmolarity decreased EFFEXOR S ORAL 150 MG 2X PER 1 DAY

ORAL
 

Hyponatraemia LEVOTHYROXINE SODIUM C  
AMISULPRIDE (AMISULPRIDE) C  
FERROUS SULPHATE (FERROUS
SULFATE)

C  

LANSOPRAZOLE
(LANSOPRAZOLE)

C  

SERETIDE (SALMETEROL/
FLUTICASONE)

C  

IPRATROPIUM BROMIDE C  
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5799992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2005 5799992 EXPEDITED (15-DAY) Y HO DEWYE477204MAR05 72 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG DAILY; SEE

IMAGE
3 DAY

Drug level increased METOPROLOL SUCCINATE S ORAL 95 MG DAILY  
Delusion HYDROCHLOROTHIAZIDE S ORAL 25 MG DAILY  
Hyponatraemia ENALAPRIL S ORAL 2.5MG DAILY  
Agitation PRAXITEN PLIVA (OXAZEPAM)

(OXAZEPAM)
C  

Hypokalaemia  

5771307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2005 5771307 EXPEDITED (15-DAY) Y HO GBWYE524222MAR05 91 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY  
Bundle branch block left DIGOXIN (DIGOXIN) C  

ASPIRIN (ACETYLSALICYLIC
ACID)

C  

FLUPENTIXOL (FLUPENTIXOL) C  
DEXETIMIDE (DEXETIMIDE) C  
LEVOTHYROXINE SODIUM C  
CALCIUM C  
VITAMIN D3 (COLECALCIFEROL) C  
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5798675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2005 5798675 EXPEDITED (15-DAY) Y HO 2005-01447 26 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis MIRTAZAPINE S ORAL 60 MG, DAILY, ORAL 49 DAY WATSON
Hypertension VENLAFAXINE S ORAL 75 MG, DAILY, ORAL;

150 MG, DAILY, ORAL
5 DAY

Potentiating drug interaction  
Tachycardia  
5798751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2005 5798751 EXPEDITED (15-DAY) Y DS,OT GBWYE637203MAY05 85 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR S ORAL 75-225MG 37 DAY
Tremor OLANZAPINE (OLANZAPINE) C  
Dizziness QUETIAPINE FUMARATE C  
Fall TRIMETHOPRIM C  
Confusional state  
Hallucination, visual  
Orthostatic hypotension  
5799547FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2005 5799547 EXPEDITED (15-DAY) Y DE GBWYE641304MAY05 51 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR XR S 75 MG 2X PER 1 DAY  

UNSPECIFIED INGREDIENT C  
UNSPECIFIED INGREDIENT C  
ZANTAC C  
ZOPICLONE C  
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5799761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2005 5799761 EXPEDITED (15-DAY) N DS HQWYE466002MAY05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Drug dependence  
Impaired work ability  

5728552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2005 5728552 EXPEDITED (15-DAY) Y OT PTWYE359621JAN05 35 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Hyperhidrosis GABAPENTIN S ORAL 600 MG 1X PER 1 DAY
ORAL

 

Feeling hot PROPRANOLOL
HYDROCHLORIDE

S ORAL 80 MG 1X PER 1 DAY
ORAL

 

Dizziness  
Feeling cold  
Malaise  
5800314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2005 5800314 EXPEDITED (15-DAY) DS FRWYE629828APR05 31 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG DAILY ORAL;

SEE IMAGE
 

Feeling of despair  
Feelings of worthlessness  
Flashback  
Impaired work ability  
Nightmare  
Weight increased  
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5801375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2005 5801375 DIRECT HO,RI 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis BUSPIRONE HYDROCHLORIDE S ORAL 2  TAB TID PO  
Fall TRAZODONE HYDROCHLORIDE S ORAL 3 TABS QHS PO  
Renal failure acute VENLAFAXINE HYDROCHLORIDE S  
Diarrhoea  
Hyponatraemia  
Loss of consciousness  
Mental status changes  
Muscle twitching  
Myoclonus  
Pyrexia  
Serotonin syndrome  
5801883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2005 5801883 EXPEDITED (15-DAY) N OT HQWYE641211MAY05 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Multiple sclerosis EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

SEROQUEL S SEE IMAGE  
5932293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2005 5932293 EXPEDITED (15-DAY) N DE HQWYE556605MAY05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR S  
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5770825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2005 5770825 EXPEDITED (15-DAY) Y OT GBWYE524622MAR05 34 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL ONE  A DAY, ORAL  
Epilepsy VALPROATE SODIUM S FOR SOME TIME  
5799843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2005 5799843 DIRECT Y LT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S TAPERING DURING

SCHEDULE
 

Aggression ALLEGRA C  
5800112FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2005 5800112 EXPEDITED (15-DAY) DE 05-05-0785 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death MIRTAZAPINE S  

PROPOXYPHENE S  
PARACETAMOL S  
VENLAFAXINE HYDROCHLORIDE S  
ZOLPIDEM S  

5800156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2005 5800156 EXPEDITED (15-DAY) Y DE 05-05-0782 27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Elevated mood FLUOXETINE S 20MG QD  
Completed suicide EFFEXOR S ORAL 37.5MG X2 ORAL  
Depression SULPIRIDE S ORAL 100MG X2  ORAL  

Page: 1,177 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5801666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2005 5801666 DIRECT N LT,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dose omission EFFEXOR XR S 150 MG  
Dizziness  
Nausea  
Paraesthesia  
Respiratory disorder  
Suicidal ideation  
5802001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2005 5802001 EXPEDITED (15-DAY) Y HO,OT DEWYE639704MAY05 50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis toxic VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PER DAY ORAL 55 DAY
Cholestasis AKINETON C  
Serum ferritin increased LORAZEPAM C  
Emphysema OMEPRAZOLE C  
Hyponatraemia DHE (DIHYDROERGOTAMINE

MESILATE)
C  

MAGNESIUM ASPARTATE C  
STAURODORM NEU
(FLURAZEPAM)

C  

CLIVARIN (HEPARIN-FRACTION,
SODIUM SALT)

C  

DIAZEPAM (DIAZEPAM) C  
PERAZINE C  
HALOPERIDOL C  
LACTOBACILLUS ACIDOPHILUS
(LACTOBACILLUS ACIDOPHILUS)

C  
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6252176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2005 6252176 EXPEDITED (15-DAY) Y HO DE-
JNJFOC-20050301470

85 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal RISPERDAL S OROPHARINGEAL  
Drug interaction RISPERDAL S OROPHARINGEAL  
Hepatic steatosis TREVILOR S OROPHARINGEAL  

LORAZEPAM C OROPHARINGEAL 1 - 1.5 mg  
TAVOR C OROPHARINGEAL 1.5 - 2 mg  
TAVOR C OROPHARINGEAL  
TAVOR C OROPHARINGEAL  
LORAZEPAM C OROPHARINGEAL  
TREVILOR S OROPHARINGEAL  
TREVILOR S OROPHARINGEAL  

5801825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2005 5801825 EXPEDITED (15-DAY) Y OT GBWYE456224FEB05 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL 4 X 150 MG CAPSULES

IN OVERDOSE
1 DAY

Inappropriate schedule of drug administration CO-CODAMOL (CODEINE
PHOSPHATE/PARACETAMOL)

C  

Disorientation TYLOX (OXYCODONE
HYDROCHLORIDE/OXYCODONE
TEREPHTHALATE/
PARACETAMOL)

C  

Somnolence DIAZEPAM (DIAZEPAM) C  
Asthenia  
Confusional state  
Lethargy  
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5801830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2005 5801830 EXPEDITED (15-DAY) Y OT GBWYE647106MAY05 23 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL OVERDOSE  
Sexual dysfunction ALCOHOL (ETHANOL) S ORAL DRINKS EXCESSIVELY  
Suicidal ideation TRAZODONE HYDROCHLORIDE C  
Abnormal behaviour  
Asphyxia  
Mood swings  
Nightmare  
Overdose  
Paranoia  
Suicide attempt  
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5802826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2005 5802826 EXPEDITED (15-DAY) Y DS,OT HQWYE580106MAY05 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dependence EFFEXOR XR S ORAL SEE IMAGE  
Decreased appetite SEROQUEL C  
Abdominal distension  
Abdominal pain  
Amenorrhoea  
Chills  
Constipation  
Diarrhoea  
Discomfort  
Dizziness  
Drug withdrawal syndrome  
Eye disorder  
Fatigue  
Feeling abnormal  
Feeling hot  
Flushing  
Hypomenorrhoea  
Motor dysfunction  
Nervous system disorder  
Paraesthesia  
Photophobia  
Tremor  
Vision blurred  
Weight increased  
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5803554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2005 5803554 EXPEDITED (15-DAY) N HO,OT 2005070116 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence XANAX S  
Pain ZOLOFT S  
Unevaluable event FLUOXETINE HCL S  
Fear VENLAFAXINE HYDROCHLORIDE S  

MIRTAZAPINE (MIRTAZAPINE) S  
UNSPECIFIED INGREDIENT S  

5804519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2005 5804519 EXPEDITED (15-DAY) Y DS,OT HQWYE580906MAY05 56 YR Male POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
365 DAY

Blindness transient PRESTARIUM (PERINDOPRIL) C  
BISOPROLOL FUMARATE
(BISOPROLOL FUMARATE0

C  

INSULIN NOS C  
ZOCOR C  
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5804527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2005 5804527 EXPEDITED (15-DAY) Y DE,HO HQWYE184822APR05 60 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL 50 MG, "30

TBL" (OVERDOSE
AMOUNT), ORAL

1 DAY

Loss of consciousness GLUCOPHAGE S "850 MG", "40
TBL" (OVERDOSE
AMOUNT)

1 DAY

Dehydration ZOLPIDEM TARTRATE S 10 MG, "30
TBL" (OVERDOSE
AMOUNT)

1 DAY

Oliguria GLICLAZIDE C  
Blood bicarbonate  
Blood bicarbonate abnormal  
Blood potassium increased  
Coma scale abnormal  
Completed suicide  
Drooling  
Gastrointestinal motility disorder  
Overdose  
PCO2 decreased  
PCO2 increased  
pH body fluid decreased  
White blood cell count increased  
5804583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2005 5804583 EXPEDITED (15-DAY) N OT HQWYE554505MAY05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dependence EFFEXOR S  
Drug withdrawal syndrome  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5772187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2005 5772187 EXPEDITED (15-DAY) N HO US-
GLAXOSMITHKLINE-
A0551924A

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome PAXIL CR S ORAL 37.5MG Per day 3 YR GLAXOSMITHKLINE
Feeling abnormal PAXIL S ORAL  GLAXOSMITHKLINE
Migraine EFFEXOR XR S ORAL  
Vomiting PROVIGIL C  
Dizziness KLONOPIN C  
Depression  
Drug dose omission  
Drug ineffective  
Feeling hot  
Infection  
Memory impairment  
Nausea  
Negative thoughts  
Night sweats  
Paranoia  
Pruritus  
Suicidal ideation  
Thirst  
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Detailed Report
5804355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2005 5804355 DIRECT N RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR XR S ORAL 300 MG   ONCE A DAY

ORAL
 

Drug withdrawal syndrome  
Maternal exposure during pregnancy  
Palpitations  
Vomiting in pregnancy  
5804379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2005 5804379 DIRECT Y DS,OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 1     1    ORAL  
Abdominal pain  
Body temperature decreased  
Dyskinesia  
Feeling of body temperature change  
Heart rate increased  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5804428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2005 5804428 DIRECT N DS,LT,RI 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 150MG  PER DAY

ORAL
 WYETH

Skin lesion DIAZEPAM C  
Scar REMERON C  
Condition aggravated  
Depression  
Dyspnoea  
Economic problem  
Emotional distress  
Fall  
Feeling abnormal  
Hypoaesthesia  
Impaired work ability  
Loss of employment  
Migraine  
Pain in extremity  
Paraesthesia  
Poor peripheral circulation  
Suicide attempt  
Toxicity to various agents  
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Detailed Report
5804441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2005 5804441 EXPEDITED (15-DAY) Y RI TAP2005Q00743 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion LANSOPRAZOLE S ORAL 30 MG, 1 IN 1 D, PER

ORAL
 

Condition aggravated TOPAMAX S ORAL PER ORAL  
EFFEXOR S ORAL PER ORAL  
ZYRTEC C  
RHINOCORT C  
LEVLEN (EUGYNON) C  

5733049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2005 5733049 EXPEDITED (15-DAY) Y OT 2005015729 35 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome GABAPENTIN S ORAL 600 MG (600 MG, 1 IN 1

D), ORAL
 

Feeling of body temperature change VENLAFAXINE S ORAL 150 MG (150 MG, 1 IN 1
D), ORAL

 

Malaise PROPRANOLOL S ORAL 80 MG (DAILY), ORAL  
Drug dose omission  
Syncope  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5804420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2005 5804420 DIRECT N DS 55 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S ORAL ONE CAP TWICE A

DAY ORAL
 

Asthenia XANAX C  
Emotional disorder NEURONTIN C  
Depressed mood TAGAMET C  
Nervous system disorder MAXZIDE C  
Conduction disorder ATENOLOL C  
Nausea BUSPIRONE HYDROCHLORIDE C  
Hypertension DIOVAN C  
Weight increased ZANAFLEX C  
Amnesia  
Disturbance in attention  
Drug dependence  
Visual impairment  
6114802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2005 6114802 NON-EXPEDITED N OT 2004239254US 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion DEPO-PROVERA S INTRAMUSCULAR 150 MG (150 MG 1ST

INJ TRIMES ) IM, 150
MG ( 150 MG MOST
RECENT INJ ) IM)

 

Weight increased PAROXETINE HYDROCHLORIDE S UNKNOWN UNKOWN  
Night sweats VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Amenorrhoea  
Chills  
Stress  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5759971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2005 5759971 EXPEDITED (15-DAY) Y 2005-125695-NL 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis MIRTAZAPINE S ORAL 45 DF  
Visual impairment VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG/DF 2 MTH

QUETIAPINE S ORAL 250 MG  
CODEINE C  
PARACETAMOL C  
DICLOFENAC C  
BISACODYL C  
DIAZEPAM C  

5771220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2005 5771220 EXPEDITED (15-DAY) Y HO HQWYE175218MAR05 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE,ORAL  
Photosensitivity reaction TEGRETOL S 400 MG 1X PER 1 DAY  
Disease recurrence  
Eye disorder  
Nonspecific reaction  
Ulcer  
5799536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2005 5799536 EXPEDITED (15-DAY) Y DE,OT GB-BRISTOL-MYERS
SQUIBB
COMPANY-12965067

62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse ATENOLOL S ORAL  SANDOZ
Completed suicide ACETYLSALICYLIC ACID S ORAL  
Suicidal ideation EFFEXOR XR S ORAL  

OLANZAPINE S ORAL  

Page: 1,189 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5804671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2005 5804671 DIRECT Y HO 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 150 MG QD ORAL  
Accidental overdose  
Generalised tonic-clonic seizure  
Migraine  
Treatment noncompliance  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5759987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2005 5759987 EXPEDITED (15-DAY) Y DE,HO GBWYE470802MAR05 52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL 36 X 150MG

CAPSULES TAKEN IN
OVERDOSE, ORAL

1 DAY

Brain herniation  
Brain oedema  
Coma scale abnormal  
Completed suicide  
Computerised tomogram abnormal  
Contusion  
Convulsion  
Decerebration  
Excoriation  
Fall  
Head injury  
Laceration  
Loss of employment  
Mood swings  
Necrosis  
Nervous system disorder  
Overdose  
Subdural haematoma  
5801871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2005 5801871 EXPEDITED (15-DAY) Y OT GBWYE549401APR05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR S ORAL SEE IMAGE  
Vasculitis cerebral UNSPECIFIED INGREDIENT C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5805576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2005 5805576 EXPEDITED (15-DAY) N DS HQWYE688012MAY05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyssomnia EFFEXOR XR S 75 MG 2X PER 1 DAY  
Asthenia  
5805904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2005 5805904 EXPEDITED (15-DAY) Y HO,OT HQWYE700712MAY05 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar disorder EFFEXOR XR S ORAL SEE IMAGE  
Self-injurious ideation ALPRAZOLAM S ORAL SEE IMAGE  
Abnormal behaviour  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5793360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2005 5793360 EXPEDITED (15-DAY) Y HO,OT HQWYE116419APR05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling jittery EFFEXOR XR S ORAL SEE IMAGE  
Tension REMERON C  
Panic attack PROZAC C  
Anxiety PREMARIN (FLUOXETINE

HYDROCHLORIDE)
C  

Suicidal ideation PEPCID C  
Drug withdrawal syndrome PREVACID C  
Bile duct obstruction LANSOPRAZOLE C  
Decreased appetite  
Gallbladder non-functioning  
Gastritis  
Gastrointestinal disorder  
Gastrointestinal haemorrhage  
Haematemesis  
Haematochezia  
Hepatic cyst  
Hiatus hernia  
Weight decreased  
5799993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2005 5799993 EXPEDITED (15-DAY) Y HO GBWYE608122APR05 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR S OVERDOSE 1 DAY
Alcohol interaction  
Generalised tonic-clonic seizure  
Suicide attempt  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5802039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2005 5802039 EXPEDITED (15-DAY) Y DE,OT 2005GB00963 62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse ATENOLOL S ORAL  ZENECA
Completed suicide EFFEXOR XR S ORAL  
Suicidal ideation ASPIRIN S ORAL  

OLANZAPINE S ORAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5807436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2005 5807436 EXPEDITED (15-DAY) N DS HQWYE005414SEP04 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Abdominal pain upper  
Cardiac valve disease  
Chest pain  
Diarrhoea  
Dyspnoea  
Flushing  
Gait disturbance  
Hot flush  
Hyperhidrosis  
Hypertension  
Incontinence  
Muscle spasms  
Musculoskeletal stiffness  
Nausea  
Pain in extremity  
Paraesthesia  
Unevaluable event  
Weight decreased  
Weight increased  
Weight loss poor  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5807438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2005 5807438 EXPEDITED (15-DAY) Y HO,OT HQWYE697602AUG04 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR XR S ORAL ORAL  
Foetal distress syndrome  
Maternal exposure during pregnancy  
Pregnancy  
5808199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2005 5808199 EXPEDITED (15-DAY) Y HO GBWYE672917MAY05 77 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal EFFEXOR S ORAL 75MG, ORAL  
Cholestasis FERROUS SULFATE C  

ASPIRIN (ACETYLSALICYLIC
ACID)

C  

BISOPROLOL FUMARATE C  
5808200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2005 5808200 EXPEDITED (15-DAY) Y DS GBWYE673217MAY05 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75MG, ORAL  
Eye movement disorder  
Paraesthesia  
Tinnitus  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5808238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2005 5808238 EXPEDITED (15-DAY) Y DE 200510316BNE 62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation ASPIRIN (ACETYLSALICYLIC

ACID)
S ORAL ORAL  

Intentional product misuse EFFEXOR XR S ORAL 150 MG , TOTAL DAILY,
ORAL

 

Completed suicide ATENOLOL S ORAL ORAL  
Overdose OLANZAPINE S ORAL ORAL  

5787849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2005 5787849 EXPEDITED (15-DAY) DS GBWYE339313JAN05 48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal distension EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Helicobacter infection LITHIUM (LITHIUM) C  

SERTRALINE HYDROCHLORIDE C  
ZOPICLONE C  
DICLOFENAC SODIUM C  
TRAMADOL HYDROCHLORIDE C  

5808325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2005 5808325 EXPEDITED (15-DAY) Y HO GBWYE613925APR05 24 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR S ORAL 150 MG 2X PER 1 DAY

ORAL
224 DAY

Sinus tachycardia EFFEXOR S ORAL 75 MG 1X PER 1 DAY
ORAL

 

OLANZAPINE (OLANZAPINE) C  
CARBAMAZEPINE C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5808344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2005 5808344 EXPEDITED (15-DAY) HO,OT 05-05-0903 17 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure FLUOXETINE S ORAL 20MG 1XDAY ORAL  
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 37.5BD-75MGX2 ORAL  
5809393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2005 5809393 EXPEDITED (15-DAY) Y HO DEWYE672717MAY05 45 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse LORAZEPAM S ORAL OVERDOSE AMOUNT,

ORAL
1 DAY

Coma TRIMIPRAMINE MALEATE S ORAL OVERDOSE
AMOUNT,ORAL

1 DAY

Vomiting VENLAFAXINE HYDROCHLORIDE S ORAL OVERDOSE AMOUNT,
ORAL

1 DAY

Aspiration  
Body temperature decreased  
Bronchospasm  
Gastrointestinal sounds abnormal  
Myoclonus  
Overdose  
5809636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2005 5809636 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG DAILY ORAL  WYETH

EFFEXOR XR S ORAL 37.5 DAILY ORAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5809874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2005 5809874 EXPEDITED (15-DAY) Y HO,OT HQWYE760717MAY05 < 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Foetal distress syndrome ZYPREXA C  
Caesarean section  
Convulsion neonatal  
Nervous system disorder  
5809956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2005 5809956 EXPEDITED (15-DAY) N OT HQWYE739516MAY05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG 1X PER 1 DAY  
Depression  
Feeling of despair  

5796046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2005 5796046 EXPEDITED (15-DAY) Y HO 231577K05USA 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Faecal incontinence REBIF S SUBCUTANEOUS 44 MCG, 3 IN 1

WEEKS,
SUBCUTANEOUS

 

Depression WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

S  

Suicidal ideation EFFEXOR S ORAL 75 MG, 1 IN 1 DAYS,
ORAL

 

Anxiety  
Psychotic disorder  
Self-injurious ideation  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
5808626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2005 5808626 EXPEDITED (15-DAY) Y HO,OT KII-2005-0016596 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed level of consciousness OXYCONTIN S ORAL ORAL  
Blood pressure increased FENTANYL (FENTANYL) S  
Dyskinesia LORAZEPAM S ORAL ORAL  
Drug withdrawal syndrome VENLAFAXINE S ORAL ORAL  
Agitation COCAINE (COCAINE) S  
Crying  
Disorientation  
Drug abuser  
Lethargy  
Pain  
Respiratory rate increased  
Sedation  
5809459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2005 5809459 EXPEDITED (15-DAY) HO 2005-128334-NL 58 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion MIRTAZAPINE S ORAL 30 MG ORAL 2 YR
Hyponatraemia REBOXETINE MESYLATE S ORAL 12 MG ORAL 5 WEEK

VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG ORAL 2 YR
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Detailed Report
5728956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5728956 EXPEDITED (15-DAY) Y OT HQWYE646217JAN05 45 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR S ORAL 300 MG 1X PER 1 DAY  
Amnesia VALIUM S SEE IMAGE 1 DAY
Fall REMERON C  
Contusion OLFEN (DICLOFENAC SODIUM) C  
Arthralgia  
Back pain  
Blood pressure increased  
Headache  
Stress  
Suicide attempt  
5771031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5771031 EXPEDITED (15-DAY) Y OT FRWYE514918MAR05 1 DAY Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy  
5807156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5807156 EXPEDITED (15-DAY) Y HO,OT DEWYE664212MAY05 64 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack VENLAFAXINE HYDROCHLORIDE S 75 MG 1 TIME PER

DAY
 

5807160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5807160 EXPEDITED (15-DAY) Y HO,DS DEWYE664312MAY05 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain stem infarction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1 TIME PER

DAY, ORAL
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Detailed Report
5809351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5809351 EXPEDITED (15-DAY) Y OT GBWYE676818MAY05 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Galactorrhoea EFFEXOR S ORAL SEE IMAGE  
Headache  
Oedema peripheral  
Paraesthesia  
5810000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5810000 EXPEDITED (15-DAY) Y DE GXKR2005GB01089 62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ASPIRIN S ORAL ORAL  
Intentional product misuse ATENOLOL S ORAL ORAL  
Overdose EFFEXOR XR S ORAL 150 MG, QD, ORAL  

OLANZAPINE S ORAL ORAL  
5810880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5810880 EXPEDITED (15-DAY) Y HO DSA_26422_2005 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse LORAZEPAM S ORAL 25 MG ONCE PO  
Tachycardia VENLAFAXINE HYDROCHLORIDE S ORAL 3900 MG ONCE PO  
Loss of consciousness ZOPICLONE S ORAL 150 MG ONCE PO  
Overdose ZYPREXA S ORAL 1035 MG ONCE PO  
5811211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5811211 EXPEDITED (15-DAY) Y HO,OT HQWYE828520MAY05 34 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL SEE IMAGE 2 DAY
Dyskinesia LITHIUM CARBONATE S ORAL SEE IMAGE 2 DAY

SEROQUEL S ORAL SEE IMAGE 2 DAY

Page: 1,202 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5811629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2005 5811629 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE645211MAY05 38 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

Serotonin syndrome BENYLIN DM NOS S "ONE DOSE OF 2
TEASPOONFULS (30
MG)"

 

Feeling abnormal  
Psychomotor hyperactivity  

3620495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 3620495 EXPEDITED (15-DAY) Y HO HQ8003106MAR2001 55 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subarachnoid haemorrhage EFFEXOR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Hypertension LOSEC (OMEPRAZOLE) C  
Hydrocephalus  
5799758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5799758 EXPEDITED (15-DAY) Y OT HQWYE463302MAY05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impulse-control disorder EFFEXOR XR S ORAL ORAL  
Paedophilia  
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5806258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5806258 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0555598A

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache WELLBUTRIN S ORAL 150MG Per day  GLAXOSMITHKLINE

EFFEXOR S  
CLARINEX C  
NASONEX C  
ZANTAC C  GLAXOSMITHKLINE
VITAMIN B COMPLEX C  
VITAMIN C C  GLAXOSMITHKLINE

5806536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5806536 NON-EXPEDITED N DS,OT US-
GLAXOSMITHKLINE-
A0546035A

38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis WELLBUTRIN S ORAL 150MG Per day 5 DAY GLAXOSMITHKLINE
Hallucination EFFEXOR XR S  
5806551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5806551 NON-EXPEDITED N OT US-
GLAXOSMITHKLINE-
A0546347A

39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion WELLBUTRIN XL S ORAL 300MG Per day 79 DAY GLAXOSMITHKLINE

EFFEXOR S ORAL 75MG Unknown  
ZONEGRAN C UNKNOWN  
COZAAR C  
LIPITOR C  
GLUCOTROL C  
CIALIS C  
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5806634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5806634 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0548407A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased WELLBUTRIN XL S ORAL  GLAXOSMITHKLINE

EFFEXOR S  
5810765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5810765 EXPEDITED (15-DAY) Y HO DEWYE672317MAY05 76 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased VENLAFAXINE HYDROCHLORIDE S ORAL 1 TABLET 3 DAY
Abdominal discomfort  
Confusional state  
Fatigue  
Headache  
Nausea  
Urinary retention  
Vomiting  
5813662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5813662 DIRECT OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S  
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5813734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5813734 DIRECT N DE 54 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subarachnoid haemorrhage RITALIN S  
Sepsis EFFEXOR XR S  
Toxic epidermal necrolysis ALPRAZOLAM S  
Post procedural complication PROZAC S  
Diarrhoea PROVIGIL S  
Stevens-Johnson syndrome STRATTERA S  

VANCOMYCIN C  
ZOSYN C  
DILANTIN C  
FLAGYL C  
CASPOFUNGIN C  
CIPOJLOXACIN C  
YLUCANAXOL C  
DILAUDID C  
PHENOBARBETOL C  
MORPHENE C  
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5813810FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2005 5813810 DIRECT Y DE 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S 75 MG AND 150 MG

AND 75 MG
 

Anxiety VENLAFAXINE HYDROCHLORIDE S 150 MG +?  
Decreased appetite FELDENE C  
Agitation  
Disturbance in attention  
Influenza  
Insomnia  
Pharyngitis  
Suicidal ideation  

5774449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5774449 EXPEDITED (15-DAY) Y HO ESWYE520021MAR05 55 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
13 DAY

Loss of consciousness CLORAZEPATE DIPOTASSIUM C  
Fall  
Gait disturbance  
Muscle rigidity  
Parkinsonism  
Upper limb fracture  
Vestibular disorder  
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5810772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5810772 EXPEDITED (15-DAY) Y OT GBWYE681319MAY05 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastroschisis EFFEXOR S TRANSPLACENTAL 150 MG,

TRNASPLACENTAL
368 DAY

Maternal exposure during pregnancy OLANZAPINE S TRANSPLACENTAL 10 MG,
TRANSPLACENTAL

53 DAY

Congenital anomaly TEMAZEPAM C  
5812894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5812894 EXPEDITED (15-DAY) Y DE PAR_0049_2005 32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide IBUPROFEN S ORAL DF PO  
Overdose QUETIAPINE S DF  

VENLAFAXINE HYDROCHLORIDE S DF  
5812929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5812929 EXPEDITED (15-DAY) HO HQWYE785419MAY05 38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL SEE IMAGE 1 YR
Hot flush ALBUTEROL S 2.5 MG 2X PER 1 DAY  
Dyspnoea ZYVOX S INTRAVENOUS 600 MG 1X PER 12 HR  
Fatigue HYDROMORPHONE

HYDROCHLORIDE
C  

Blood pressure increased GABAPENTIN (GABAPENTIN) C  
Headache UNSPECIFIED INGREDIENT C  
Nervousness MONTELUKAST C  
Muscle rigidity COLISTIN (COLISTIN) C  
Tremor PULMOZYME C  
Dyskinesia BUDESONIDE C  

MULTIVITAMINS, PLAIN
(MULTIVITAMINS, PLAIN)

C  
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5814659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5814659 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 DAY ORAL  WYETH AYERST
Balance disorder  
Feeling of body temperature change  
Hunger  
Morbid thoughts  
Nervous system disorder  
5815315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5815315 EXPEDITED (15-DAY) HO,OT HQWYE784919MAY05 38 YR Male TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar I disorder EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Abnormal behaviour  
Aggression  
Anger  
Euphoric mood  
Logorrhoea  
Self esteem inflated  
5815799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5815799 EXPEDITED (15-DAY) Y HO GBWYE692324MAY05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malignant hypertension EFFEXOR S  
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5816228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5816228 EXPEDITED (15-DAY) OT HQWYE784619MAY05 36 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S SEE IMAGE 4 DAY
Mydriasis MIRTAZAPINE S "UP TO 60 MG PER

DAY"
 

Hypertension ZOPICLONE C  
Fatigue CLORAZEPATE (CLORAZEPATE

DIPOTASSIUM)
C  

Delusion  
Drug level decreased  
Tachycardia  
5820198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 5820198 EXPEDITED (15-DAY) Y HO HQWYE911224MAY05 70 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention EFFEXOR S ORAL SEE IMAGE 568 DAY
Gastrointestinal disorder AKINETON S ORAL SEE IMAGE 48 DAY
Faecaloma PREDNISONE S ORAL 40 MG 1 X PER 1 DAY 5 DAY
Condition aggravated XANAX S ORAL SEE IMAGE 2 DAY
Urinary tract obstruction BECOZYM (VITAMIN B NOS) C  
No therapeutic response LAMICTAL C  
Antidepressant drug level below therapeutic PREDNISONE C  
Drug level below therapeutic CALCIMAGON (CALCIUM

CARBONATE/COLECALCIFEROL)
C  

Painful defaecation BECOZYM (VITAMIN B NOS) C  
Drug level above therapeutic MAGNESIUM (MAGNESIUM) C  
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6004961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 6004961 EXPEDITED (15-DAY) Y HO FRWYE689924MAY05 75 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
8 DAY

Metamyelocyte count increased CALCIPARINE S SUBCUTANEOUS SC  
Condition aggravated CIPROFLOXACIN

HYDROCHLORIDE
S ORAL 500 MG 2X PER 1 DAY

ORAL
15 DAY

Marrow hyperplasia GENTAMICIN SULFATE S INTRAVENOUS 200 MG 1X PER 1 DAY
IV

15 DAY

Bone marrow toxicity IMOVANE (ZOPICLONE) S ORAL ORAL  
NEURONTIN S ORAL ORAL  
XATRAL (ALFUZOSIN) C  

6967069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2005 6967069 EXPEDITED (15-DAY) N HO,OT HQWYE784119MAY05 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Transient tachypnoea of the newborn TYLENOL SINUS MEDICATION
(PARACETAMOL/
PSEUDOEPHEDRINE
HYDROCHLORIDE)

C  

5722447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2005 5722447 EXPEDITED (15-DAY) Y HO,LT NLWYE330811JAN05 74 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL; 75 MG 2X PER
DAY 1 DAY ORAL; 600
MG 1X PER 1 DAY

14 DAY

Cardiomegaly  
Fluid retention  

Page: 1,211 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5816225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2005 5816225 EXPEDITED (15-DAY) Y OT HQWYE904124MAY05 Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Intentional product misuse QUETIAPINE FUMARATE C  
Urinary retention CARBAMAZEPINE C  
Atonic urinary bladder TRAMADOL HYDROCHLORIDE C  
Condition aggravated  

5785740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2005 5785740 EXPEDITED (15-DAY) Y OT HQWYE960611APR05 72 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR XR S ORAL SEE IMAGE  
Weight decreased ASPIRIN S ORAL 81 MG 2X PER 1 DAY;

ORAL
 

Decreased appetite CLONAZEPAM C  
Fatigue MULTIVITAMINS (ASCORBIC

ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/
RETINOLRIBOFLAVIN

C  

Dizziness BUPROPION HYDROCHLORIDE C  
Contusion  
Gastrointestinal disorder  
Intervertebral disc degeneration  
Marrow hyperplasia  
Myelodysplastic syndrome  
Pancytopenia  
Refractory anaemia with an excess of blasts  
Scoliosis  
Shift to the left  
Spinal osteoarthritis  
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5815231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2005 5815231 DIRECT N HO,RI Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 1 X DAY  
Drug dependence  
Migraine  
Nervous system disorder  
Tinnitus  
5817616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2005 5817616 DIRECT Y HO 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain natriuretic peptide increased VENLAFAXINE S ORAL PO 75MG DAILY  
5817995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2005 5817995 EXPEDITED (15-DAY) Y HO DEWYE705731MAY05 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL MAXIMUM OF 7500 MG

ORAL
1 DAY

Overdose PROMETHAZINE
HYDROCHLORIDE

S ORAL MAXIMUM OF 150 MG
ORAL

1 DAY

Coma UNSPECIFIED INGREDIENT S ORAL ORAL 1 DAY
ZYPREXA S ORAL MAXIMUM OF 1200 MG

ORAL
1 DAY

Page: 1,213 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5818367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2005 5818367 EXPEDITED (15-DAY) Y HO,RI IMP_0864_2005 62 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor BUPROPION S 300 MG QDAY 3 WEEK
Clumsiness SERTRALINE HYDROCHLORIDE S 50 MG QDAY 17 DAY
Gait disturbance PIRACETAM S 2400 MG QDAY 17 DAY
Confusional state VENLAFAXINE HYDROCHLORIDE S 75 MG QDAY 17 DAY
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Autonomic nervous system imbalance  
Balance disorder  
Blood pressure fluctuation  
Cerebral atrophy  
Coordination abnormal  
Depressed level of consciousness  
Electrocardiogram QT prolonged  
Electrocardiogram repolarisation abnormality  
Faecal incontinence  
Fall  
Hallucinations, mixed  
Heart rate irregular  
Hyperhidrosis  
Inhibitory drug interaction  
Insomnia  
Lethargy  
Memory impairment  
Mental impairment  
Myoclonus  
Psychomotor hyperactivity  
Pyrexia  
Serotonin syndrome  
Urinary incontinence  
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5819177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jun-2005 5819177 EXPEDITED (15-DAY) Y HO SEWYE710601JUN05 16 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
22 DAY

5799541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2005 5799541 EXPEDITED (15-DAY) N HO,OT HQWYE051305AUG04 67 YR Male JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation VENLAFAXINE S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 75 MG 1X
PER 1 DAY; 37.5 MG
1X PER 1 DAY

7 DAY

Insomnia PREDNISOLONE C  
Aggression LOXOPROFEN C  
Condition aggravated SILECE (FLUNITRAZEPAM) C  
Depression ESTAZOLAM C  
Drug interaction  
5804050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2005 5804050 EXPEDITED (15-DAY) Y DS,OT GBWYE521221MAR05 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash pruritic EFFEXOR S ORAL 112.5 MG DAILY ORAL 66 DAY
Anxiety  
Condition aggravated  
Irritable bowel syndrome  
Jaw disorder  
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5811172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2005 5811172 EXPEDITED (15-DAY) Y HO,DS NLWYE684923MAY05 26 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congestive cardiomyopathy EFFEXOR S ORAL 0.075 G 1X PER 1 DAY

ORAL
1609 DAY

Aspartate aminotransferase increased LAMISIL C  
Alanine aminotransferase increased  
Blood lactate dehydrogenase increased  
Protein urine present  
5819156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2005 5819156 EXPEDITED (15-DAY) Y HO,OT FRWYE693025MAY05 26 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL 1500 MG 1X PER 1

DAY, ORAL
1 DAY

Overdose NOCTAMID (LORMETAZEPAM) C  
Somnolence XANAX C  
Drug level decreased  
Hypothermia  
5819195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2005 5819195 EXPEDITED (15-DAY) Y OT GBWYE707531MAY05 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S  
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5822146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jun-2005 5822146 EXPEDITED (15-DAY) Y DS GBWYE606421APR05 57 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Narcolepsy VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Feeling abnormal PARIET (RABEPRAZOLE) C  
Blood pressure increased  
Sensory disturbance  
Stress  

5762823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2005 5762823 EXPEDITED (15-DAY) Y HO,DS HQWYE613925FEB05 43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL OVERDOSE "OVER

AND ABOVE" THE 600
DOSE, ORAL

 

Delirium PHENCYCLIDINE S  
Aggression  
Blood bicarbonate increased  
Drug screen positive  
Haematocrit decreased  
Muscle rigidity  
PO2 increased  
Red blood cell count decreased  
Tremor  
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5799806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2005 5799806 EXPEDITED (15-DAY) Y DS HQWYE568205MAY05 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Disturbance in attention VICODIN C  
Activities of daily living impaired  
Aggression  
Apathy  
Crying  
Mood swings  
Vision blurred  
5808209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2005 5808209 EXPEDITED (15-DAY) Y HO,OT GBWYE668216MAY05 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Drug dose omission  
Drug withdrawal convulsions  
Treatment noncompliance  
5820305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2005 5820305 EXPEDITED (15-DAY) N OT HQWYE987926MAY05 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Panic attack ATENOLOL (ATENOLOL) C  
Weight increased AVAPRO C  
Heart rate increased  
Metanephrine urine increased  
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5821263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2005 5821263 EXPEDITED (15-DAY) Y HO,OT 2005079866 75 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure NEURONTIN S ORAL ORAL  
Anaemia HEPARIN-CALCIUM S SUBCUTANEOUS SUBCUTANEOUS  
Bacteraemia CIPROFLOXACIN

HYDROCHLORIDE
S ORAL 1000 MG (500 MG, 2 IN

1 D) ORAL
 

Neutropenia GENTAMICIN SULFATE S INTRAVENOUS 200 MG (1 IN 1 D)
INTRAVENOUS

 

Spinal myelogram abnormal IMOVANE (ZOPICLONE) S ORAL ORAL  
White blood cell count decreased EFFEXOR S ORAL 150 MG (1 IN 1 D)

ORAL
 

Urinary tract infection XATRAL (ALFUZOSIN) C  
TIANEPTINE C  
LEVOFLOXACIN C  

3366776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2005 3366776 EXPEDITED (15-DAY) Y DE HQ1602207OCT1999 90 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subarachnoid haemorrhage EFFEXOR S ORAL 37.5 MG 1 X PER 1

DAY
1 DAY

Hypertension WARFARIN SODIUM C  
Tachycardia ATENOLOL (ATENOLOL) C  

FRUSEMIDE (FRUSEMIDE) C  
GENTAMICIN SULFATE C  
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5819380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2005 5819380 EXPEDITED (15-DAY) Y HO DSA_26454_2005 45 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus LORAZEPAM S  
Bronchospasm TRIMIPRAMINE S  
Gastrointestinal sounds abnormal VENLAFAXINE HYDROCHLORIDE S  
Aspiration  
Body temperature decreased  
Coma  
Intentional product misuse  
Overdose  
Vomiting  
5820441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2005 5820441 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG    ONCE A

DAY     ORAL
 WYETH

Abnormal dreams  
Anxiety  
Depression  
Diarrhoea  
Dizziness  
Fear  
Feeling abnormal  
Impaired work ability  
Insomnia  
Nausea  
Nervous system disorder  
Serotonin syndrome  
Thinking abnormal  
Vertigo  
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5821640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2005 5821640 EXPEDITED (15-DAY) N DE,OT HQWYE338614FEB05 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL SEE IMANGE  
Malaise ENALAPRIL MALEATE C  
Abnormal dreams  
Agitation  
Anxiety  
Cardiac arrest  
Constipation  
Decreased appetite  
Depression  
Drug ineffective  
Fear  
Headache  
Influenza  
Insomnia  
Intentional product misuse  
Mental impairment  
Nervousness  
Overdose  
Pharyngitis  
Photopsia  
Respiratory arrest  
Thinking abnormal  
Treatment noncompliance  
Weight decreased  
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5821663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2005 5821663 EXPEDITED (15-DAY) OT HQWYE003327MAY05 41 YR Male NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
4 MTH

Blood cholesterol increased  
Depression  
Fatigue  
Insomnia  
Suicidal ideation  

4202092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2005 4202092 EXPEDITED (15-DAY) Y DS GBWYE913319JUL04 43 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rheumatoid arthritis EFFEXOR XR S ORAL 75  MG 1X PER 1 DAY

ORAL; 150 MG 1X PER
1 DAY ORAL; 150 MG
1X PER DAY ORAL

 

Depression CITALOPRAM C  
Condition aggravated  
5800907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2005 5800907 EXPEDITED (15-DAY) Y HO,LT,OT BEWYE644104MAY05 29 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL SEE IMAGE  
Convulsion  
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5802795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2005 5802795 EXPEDITED (15-DAY) Y HO,OT HQWYE596009MAY05 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Anger ATIVAN S OVERDOSE AMOUNT

30 TABLETS (0.5 MG
EACH)

 

Aggression PREVACID C  
Hostility MULTIVATAMINS, PLAIN

(MULTIVATAMINS, PLAIN)
C  

Asthenia VITAMIN B COMPLEX (CALCIUM
PANTOTHENATE/NICOTINAMIDE/
PYRIDOXINE

C  

Headache HYDROCHLORIDE/RIBOFLAVIN/
THIAMINE HYDROCHLORIDE)

C  

Amnesia  
Anxiety  
Intentional product misuse  
Nervousness  
Overdose  
Suicide attempt  
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5811191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2005 5811191 EXPEDITED (15-DAY) Y HO FRWYE669017MAY05 33 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocarditis EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Thrombophlebitis superficial PROPRANOLOL
HYDROCHLORIDE

S ORAL 160 MG 1X PER 1 DAY
ORAL

 

Pulmonary embolism BROMAZEPAM S ORAL 0.25 TABLET 1X PER 1
DAY ORAL

 

Pleural effusion AMISULPRIDE S ORAL 100 MG 1X PER 1 DAY
ORAL

 

Pleurisy PANTOPRAZOLE SODIUM C  
C-reactive protein increased  
Medical device complication  
White blood cell count increased  
5818417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2005 5818417 EXPEDITED (15-DAY) Y OT GBWYE644705MAY05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S 1 CAPSULE 1X PER 1

DAY
 

Blood alcohol increased ALCOHOL S HALF A BOTTLE IN
THE MORNING,
FINISHED DRINKING
AT 12 NOON
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5822616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2005 5822616 EXPEDITED (15-DAY) Y HO DEWYE585514APR05 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pituitary tumour benign VENLAFAXINE HYDROCHLORIDE S OVER A LONGER

PERIOD
 

Cushing's syndrome  
Multiple fractures  
Pathological fracture  
5822929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2005 5822929 EXPEDITED (15-DAY) Y OT ACO_0162_2005 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression ZANAFLEX S ORAL DF PO  
Paranoia EFFEXOR XR S ORAL 37.5 MG ONCE PO  

LEXAPRO C  
DURAGESIC C  
ZONEGRAN C  
CLONIDINE C  
ULTRAM C  

5823282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2005 5823282 EXPEDITED (15-DAY) Y HO FRWYE718003JUN05 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL SEE IMAGE  
Pruritus OXACILLIN S ORAL 2 DOSE 1X PER 1 DAY

ORAL
8 DAY
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5803020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2005 5803020 EXPEDITED (15-DAY) N HO,OT HQWYE555305MAY05 80 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervousness EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Nausea PLAVIX S SEE IMAGE  
Dehydration ALLOPURINOL C  
Thrombosis CATAPRES-TTS C  
Cardiac disorder LOPRESSOR C  
Contusion NEURONTIN C  
Drug withdrawal syndrome POTASSIUM C  

SYNTHROID C  
MENEST C  
DIOVAN C  
ACCUPRIL C  

5823130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2005 5823130 EXPEDITED (15-DAY) HO,LT,OT 05-06-1020 17 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction FLUOXETINE S ORAL 20MG ORAL  

EFFEXOR S ORAL 75 MG BD ORAL  
5824074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2005 5824074 EXPEDITED (15-DAY) Y DS HQWYE271706JUN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S 150 MG  
Depression  
Dissociation  
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5823140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2005 5823140 DIRECT Y RI 80 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR S ORAL 7.5 MG BID ORAL  
Fall CELEXA C  
Convulsion FLEXERIL C  
Condition aggravated MOTRIN C  

PRILOSEC C  
TERAZOSIN HYDROCHLORIDE C  

5825493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2005 5825493 EXPEDITED (15-DAY) DS HQWYE025731MAY05 35 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility male VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG, FREQUENCY

NOT SPECIFIED ORAL
 

TRITTICO (TRAZODONE) C  

5818080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2005 5818080 EXPEDITED (15-DAY) Y OT US-
JNJFOC-20050601617

44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion TOPAMAX S OROPHARINGEAL dose unspecified  
Drug interaction LANSOPRAZOLE C OROPHARINGEAL 22 DAY

ZYRTEC C OROPHARINGEAL  
RHINOCORT C INHALATION  
LEVLEN C  
LEVLEN C  
EFFEXOR S OROPHARINGEAL dose unspecifed  
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5824273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2005 5824273 EXPEDITED (15-DAY) Y HO DEWYE692624MAY05 30 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic diathesis VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Caesarean section  
Maternal exposure during pregnancy  
Oedema peripheral  
5826028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2005 5826028 EXPEDITED (15-DAY) Y OT HQWYE262206JUN05 96 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S SEE IMAGE  
No therapeutic response  
Unevaluable event  
5826056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2005 5826056 EXPEDITED (15-DAY) N DS,OT HQWYE260906JUN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings EFFEXOR S  
Drug dependence  
Drug withdrawal syndrome  
Hot flush  
Mental impairment  
Muscle twitching  
Visual impairment  
Weight increased  
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5827164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2005 5827164 EXPEDITED (15-DAY) Y DE HQWYE345409JUN05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S  
Foetal death  

5798747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2005 5798747 EXPEDITED (15-DAY) Y OT GBWYE823514JUN04 15 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR S 225 MG DAILY  
Maternal exposure during pregnancy PROPRANOLOL S ORAL 10 MG 3X PER 1 DAY

ORAL
 

5824313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2005 5824313 DIRECT N RI 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Functional gastrointestinal disorder EFFEXOR XR S ORAL 150 MG ORAL  WYETH
Hypoaesthesia  
Vaginal disorder  
5826651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2005 5826651 EXPEDITED (15-DAY) Y OT HQWYE336009JUN05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block EFFEXOR XR S ORAL ORAL  
Bradycardia  
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5826652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2005 5826652 EXPEDITED (15-DAY) Y OT HQWYE317308JUN05 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S TRANSPLACENTAL  
Convulsion neonatal  
Status epilepticus  
5826757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2005 5826757 EXPEDITED (15-DAY) N OT HQWYE264606JUN05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Aphasia  
Drug withdrawal syndrome  
Loss of consciousness  
Muscle rigidity  
Tachycardia  
5826759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2005 5826759 EXPEDITED (15-DAY) Y HO HQWYE265206JUN05 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal artery occlusion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Hypercoagulation  
Hypertension  
Retinal exudates  
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5827564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2005 5827564 EXPEDITED (15-DAY) Y OT ZAWYE741414JUN05 37 YR Female ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug eruption EFFEXOR XR S ORAL TITRATED FROM 75 -

150 MG DAILY, ORAL
12 DAY

Rash generalised  

5811728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2005 5811728 EXPEDITED (15-DAY) Y OT HQWYE899024MAY05 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL ORAL  
Drug interaction PREVACID S ORAL 30 MG 1X PER 1 DAY

ORAL
 

Condition aggravated TOPAMAX S ORAL ORAL  
ZYRTEC C  
RHINOCORT C  
LEVLEN (ETHINYLESTRADIOL/
LEVONORGESTREL)

C  

5824807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2005 5824807 DIRECT N HO,DS,LT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S  WYETH
Drug withdrawal syndrome  
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5829146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2005 5829146 EXPEDITED (15-DAY) Y OT HQWYE279723MAR05 38 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Balance disorder  
Drug dose omission  
Intentional product misuse  
Overdose  
Paraesthesia  
Restlessness  
Tinnitus  
Visual impairment  

5829214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2005 5829214 EXPEDITED (15-DAY) N OT HQWYE375113JUN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR S  
Drug hypersensitivity  
Headache  
Loss of consciousness  
Throat tightness  
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5830627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2005 5830627 EXPEDITED (15-DAY) N HO THQ2005A00514 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy LANSOPRAZOLE S TRANSPLACENTAL TRANSPLACENTAL  
Feeding disorder neonatal EFFEXOR S TRANSPLACENTAL (1 IN 1

D),TRANSPLACENTAL
 

Drug withdrawal syndrome neonatal TEMAZEPAM C  
Caesarean section MORPHINE C  
Poor sucking reflex POTASSIUM C  

CARAFATE C  

5778461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2005 5778461 EXPEDITED (15-DAY) Y OT DEWYE554904APR05 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukopenia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PER DAY ORAL  
Bone marrow toxicity LEVOTHYROXINE SODIUM C  
Fatigue  
Pallor  
5823283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2005 5823283 EXPEDITED (15-DAY) Y HO,OT HQWYE022131MAY05 24 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL "SIX TBL" (OVERDOSE

AMOUNT), ORAL
1 DAY

Abnormal behaviour ALPRAZOLAM S 25-30 "TBL" (OVEDOSE
AMOUNT)

 

Mydriasis  
Overdose  
Somnolence  
Suicide attempt  
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5828227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2005 5828227 DIRECT N OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S INTRAMENINGEAL ONCE DAILY

INTRAMENIN
 

Drug dependence  
Dysphemia  

5740492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2005 5740492 EXPEDITED (15-DAY) Y HO FRWYE390101FEB05 35 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematuria VENLAFAXINE HYDROCHLORIDE S ORAL 2 CAPSULE 1X PER 1

DAY; ORAL
 

Haematospermia VENLAFAXINE HYDROCHLORIDE S ORAL 3 CAPSULE 1X PER 1
DAY; ORAL

 

Prostatitis VENLAFAXINE HYDROCHLORIDE S ORAL 1 CAPSULE 1X PER 1
DAY; ORAL

 

Blood thyroid stimulating hormone increased  
Drug ineffective  
Somnolence  
White blood cell count increased  
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5826799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2005 5826799 DIRECT Y HO 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia OXCARBAZEPINE S ORAL 300 MG BID ORAL  

EFFEXOR XR S ORAL 150 MG QD ORAL  
ZIAC C  
AVAPRO C  
NORVASC C  
AMBIEN C  
SYNDTHROID C  
GLUCOPHAGE C  
RANITIDINE C  
OCUVITE C  
VITIAMIN E C  
ASPIRIN C  
NASACORT AQ C  

5831264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2005 5831264 EXPEDITED (15-DAY) Y OT HQWYE514617JUN05 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Night sweats EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Pyrexia NEURONTIN C  
Red blood cell sedimentation rate increased DESYREL C  
Condition aggravated  
Depression  
Disease recurrence  
Drug withdrawal syndrome  
Negative thoughts  
Suicidal ideation  

Page: 1,235 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5829078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2005 5829078 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S ORAL 37.5 MG     1 DAY

ORAL
 WYETH

Influenza like illness SPIRONOLACTONE C  
Pain SYNTHROID C  
Neck pain CYTOMEL C  
Drug withdrawal syndrome  
Pyrexia  
5830779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2005 5830779 EXPEDITED (15-DAY) Y HO DEWYE757120JUN05 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Respiratory acidosis DILTIAZEM S ORAL ORAL  
Blood pressure systolic decreased  
Overdose  
Somnolence  
5832374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2005 5832374 EXPEDITED (15-DAY) Y DE,OT HQWYE506816JUN05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
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5932294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2005 5932294 EXPEDITED (15-DAY) Y HO,OT HQWYE485215JUN05 65 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S ORAL 50 MG 2X PER 1 DAY,

ORAL
 

CARVEDILOL
\HYDROCHLOROTHIAZIDE

S ORAL 12.5 MG 1X PER 1
DAY, ORAL

 

LEVOTHYROXINE SODIUM C  
PAROXETINE HYDROCHLORIDE C  

5794062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5794062 EXPEDITED (15-DAY) Y HO,OT FRWYE619926APR05 59 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female EFFEXOR S ORAL 50 MG 1X PER 1 DAY

ORAL
 

RISPERDAL C  
METFORMIN HYDROCHLORIDE C  

5826100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5826100 EXPEDITED (15-DAY) N HO,LT GB-
GLAXOSMITHKLINE-
B0385054A

60 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aortic valve stenosis LAMOTRIGINE S UNKNOWN  GLAXOSMITHKLINE

VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
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5830761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5830761 EXPEDITED (15-DAY) Y HO,LT GBWYE745015JUN05 62 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral ventricle dilatation EFFEXOR XR S SEE IMAGE  
Coordination abnormal VALPROATE SODIUM S 300 MG 2X PER 1 DAY  
Abasia BENDROFLUMETHIAZIDE C  
Muscle rigidity SPIRONOLACTONE C  
Eye movement disorder MIRTAZAPINE C  
Nervous system disorder SERTRALINE HYDROCHLORIDE C  
Normal pressure hydrocephalus LORAZEPAM C  
Immobile  
5831692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5831692 EXPEDITED (15-DAY) N OT HQWYE501316JUN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S 150 MG 2X PER 1 DAY  
Asthenia  
Drug withdrawal syndrome  
Malaise  
Suicidal ideation  
Tremor  
5831696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5831696 EXPEDITED (15-DAY) Y DS HQWYE517017JUN05 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Musculoskeletal pain PRILOSEC C  
Abdominal pain  
Anxiety  
Diarrhoea  
Drug withdrawal syndrome  
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5831941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5831941 EXPEDITED (15-DAY) N DS HQWYE375213JUN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S 75-150 MG

(FREQUENCY
UNSPECIFIED)

 

Nausea EFFEXOR XR S TRIED TO TAPER OFF  
Disturbance in attention EFFEXOR XR S 75-150 MG

(FREQUENCY
UNSPECIFIED)

 

Agitation EFFEXOR XR S TRYING TO TAPER  
Anxiety  
Drug withdrawal syndrome  
Feeling abnormal  
Memory impairment  
Nervous system disorder  
Palpitations  
5832063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5832063 EXPEDITED (15-DAY) Y HO,LT GBWYE763421JUN05 60 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aortic valve stenosis EFFEXOR S  
5832068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5832068 EXPEDITED (15-DAY) Y OT GBWYE764222JUN05 17 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomania EFFEXOR XR S 375MG FREQUENCY  
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5832275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2005 5832275 EXPEDITED (15-DAY) DE HQWYE382713JUN05 57 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S OVERDOSE AMOUNT  
Hyperhidrosis MOCLOBEMIDE S OVERDOSE  
Diarrhoea TRIMIPRAMINE MALEATE S  
Dyspnoea WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S  

Cardiac arrest  
Drug interaction  
Hepatic congestion  
Hepatic steatosis  
Overdose  
Pulmonary congestion  
Pulmonary oedema  
Respiratory arrest  

5816489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2005 5816489 EXPEDITED (15-DAY) Y OT PHFR2005GB02062 36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus CLOZARIL S ORAL 550mg/day 632 DAY NOVARTIS
Blood glucose increased VENLAFAXINE HYDROCHLORIDE S ORAL 300mg/day  
Weight increased LEVOTHYROXINE SODIUM S 75ug/day  
Blood cholesterol increased  
Lipids increased  
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5829322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2005 5829322 EXPEDITED (15-DAY) Y OT HQWYE318808JUN05 55 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Dissociation LOSEC (OMEPRAZOLE) C  

MULTIVITAMINS, PLAIN
(MULTIVITAMINS, PLAIN)

C  

VALPROATE SODIUM C  

5808153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2005 5808153 NON-EXPEDITED Y 05P-163-0286925-00 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased HUMIRA S SUBCUTANEOUS 40 MG, 1 IN 2 WK,

SUBCUTANEOUS
 

Renal function test abnormal VENLAFAXINE HYDROCHLORIDE S  
Blood thyroid stimulating hormone increased OXYCODONE HYDROCHLORIDE

AND ACETAMINOPHEN
S AS REQUIRED  

Headache ZOLPIDEM TARTRATE C  
Epistaxis  
Nausea  
Sinus disorder  
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Detailed Report
5823545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2005 5823545 EXPEDITED (15-DAY) Y OT 2005082372 79 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Narcolepsy DILANTIN S ORAL 200 MG (100 MG 2 IN 1

D), ORAL
 

EFFEXOR XR S ORAL 150 MG (150 MG, 1 IN 1
D), ORAL

 

ASAPHEN (ACETYLSALICYLIC
ACID)

C  

NORVASC C  
PLAVIX C  
TYLENOL (PARACETAMOL) C  

5830887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2005 5830887 DIRECT N OT 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea EFFEXOR S ORAL 75MG   1X   ORAL  WYETH
Asthenia  
Cognitive disorder  
Nausea  
Somnolence  
5835208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2005 5835208 EXPEDITED (15-DAY) Y OT 2005-BP-10595RO 60 YR Male

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epistaxis MIRTAZAPINE (MIRTAZAPINE) S ORAL 15 MG DAILY, PO  
Rectal haemorrhage ESCITALOPRAM OXALATE S ORAL 20 MG DAILY, PO  
Platelet aggregation VENLAFAXINE S ORAL 150 MG DAILY, PO  
Drug interaction OMEPRAZOLE C  

IRBESARTAN C  
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Detailed Report
5835796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2005 5835796 EXPEDITED (15-DAY) N HO 2004-119725-NL 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor REMERON S 1 DAY
Colour blindness EFFEXOR S 75 MG DAILY 11 MTH
Catatonia  
Depressed level of consciousness  
Drug interaction  
Drug withdrawal syndrome  
Refusal of treatment by patient  
Speech disorder  

5826441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2005 5826441 EXPEDITED (15-DAY) Y OT HQWYE221803JUN05 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus EFFEXOR XR S ORAL ORAL  

RISPERIDONE (RISPERIDONE) C  
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Detailed Report
5829259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2005 5829259 EXPEDITED (15-DAY) Y HO 2005UW09575 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis CRESTOR S ORAL  ASTRAZENECA
Liver function test abnormal ZETIA S 6 WEEK
Influenza TRICOR S 6 MTH
Dehydration EFFEXOR S  
Influenza like illness EVISTA S  

PLAVIX S  
TRIAMTERENE C 37.5/25 MG  
ACTOS C  
QUININE SULFATE C  
ALPHAGAN P C OPHTHALMIC  
FLUTICASONE PROPIONATE C  

5829749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2005 5829749 EXPEDITED (15-DAY) HO,LT,OT GB-
ABBOTT-05P-167-03040
81-00

62 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Normal pressure hydrocephalus VALPROATE SODIUM S  
Cerebral ventricle dilatation VALPROATE SODIUM S  
Eye movement disorder VALPROATE SODIUM S  
Coordination abnormal VALPROATE SODIUM S  
Muscle rigidity VENLAFAXINE HYDROCHLORIDE S  
Mobility decreased VENLAFAXINE HYDROCHLORIDE S  

VENLAFAXINE HYDROCHLORIDE S  
BENDROFLUMETHIAZIDE C ORAL  
SPIRONOLACTONE C ORAL  
MIRTAZAPINE C  
SERTRALINE HYDROCHLORIDE C  
LORAZEPAM C  
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Detailed Report
5836262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2005 5836262 EXPEDITED (15-DAY) OT HQWYE691324JUN05 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S TRANSPLACENTAL TRANSPLACENTAL  
Neonatal respiratory distress syndrome FLUOXETINE S TRANSPLACENTAL TRANSPLACENTAL  
Agitation neonatal CARBAMAZEPINE C  
Crying  
Maternal exposure during pregnancy  
Neonatal disorder  
Poor sucking reflex  
Premature baby  
Respiratory rate increased  

5827876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2005 5827876 EXPEDITED (15-DAY) Y OT NLWYE737713JUN05 55 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic atrophy EFFEXOR S ORAL ORAL  
Visual field defect ZOLOFT S ORAL 100 MG 2X PER 1 DAY

ORAL
 

Visual evoked potentials abnormal IMOVANE (ZOPICLONE) C  
Visual pathway disorder  
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Detailed Report
5836491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2005 5836491 EXPEDITED (15-DAY) Y OT 2005-BP-10424RO 46 YR Female

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction MIRTAZAPINE S ORAL 30MG/DAY PO  
Libido increased VENLAFAXINE S 75MG/D INCREASED

Q3D TO 225 MG/D
 

Anorgasmia  
Anxiety  
Blood pressure increased  
Inadequate lubrication  
Orgasm abnormal  
Psychomotor hyperactivity  
5836846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2005 5836846 EXPEDITED (15-DAY) Y HO GBWYE783629JUN05 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL ONE CAPSULE ONLY

ORAL
 

Chest discomfort DITROPAN C  
Dizziness BETAFERON (INTERFERON

BETA),
C  

Mydriasis  
Palpitations  
5836864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2005 5836864 EXPEDITED (15-DAY) Y HO,DS FRWYE783529JUN05 61 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral artery occlusion EFFEXOR S ORAL ORAL  
Hemiplegia PRAZEPAM S ORAL ORAL  
Aphasia ZYPREXA S ORAL ORAL  
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Detailed Report
5840160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2005 5840160 EXPEDITED (15-DAY) OT HQWYE771928JUN05 30 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL;TAPERED TO 75
MG/DAY; 75 MG 1X
PER 1 DAY; 150 MG 1X
PER 1 DAY; 75 MG 1X
PER

 

Dizziness  
Drug ineffective  
Hypertension  
Maternal exposure during pregnancy  
Nausea  
5934192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2005 5934192 EXPEDITED (15-DAY) HO HQWYE870330JUN05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrooesophageal reflux disease EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Caesarean section  
Infantile vomiting  
Maternal exposure during pregnancy  
Poor weight gain neonatal  
Premature baby  
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Detailed Report
5934194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2005 5934194 EXPEDITED (15-DAY) Y DS FRWYE777727JUN05 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital central nervous system anomaly EFFEXOR S ORAL ORAL  
Cerebral atrophy congenital AMITRIPTYLINE

HYDROCHLORIDE
S ORAL ORAL  

Congenital hair disorder OXAZEPAM S ORAL ORAL  
Skin disorder ZOLPIDEM TARTRATE S ORAL ORAL  
Congenital nail disorder XANAX S ORAL ORAL  
Phalangeal hypoplasia EUPHYTOSE (BALLOTI EXTRACT/

CRATAEGUS EXTRACT/DOLA/
PASSIFLORA EXTRACT/
PAULLINA CUPANA/VALERIAN
EXTRAC

C  

Congenital anomaly  
Dysmorphism  
Epilepsy  
Foot deformity  
Growth retardation  
Karyotype analysis abnormal  
Maternal exposure during pregnancy  
Neonatal disorder  
Psychomotor retardation  

5836785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2005 5836785 EXPEDITED (15-DAY) Y DS GBWYE732310JUN05 38 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post viral fatigue syndrome EFFEXOR S ORAL 225 MG 1X PER 1 DAY;

ORAL
 

Arthralgia UNSPECIFIED INGREDIENT C  
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Detailed Report
5779307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2005 5779307 EXPEDITED (15-DAY) Y OT HQWYE624901APR05 304 DAY Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphocytic leukaemia EFFEXOR XR S TRANSPLACENTAL 187.5 MG 1X PER 1

DAY
TRANSPLACENTAL

 

Maternal exposure during pregnancy  
5801918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2005 5801918 EXPEDITED (15-DAY) Y HO GBWYE657811MAY05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR S  

UNSPECIFIED INGREDIENT C  
5809350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2005 5809350 EXPEDITED (15-DAY) Y OT GBWYE677319MAY05 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75, 37.5 MG 1X PER 1

DAY ORAL
 

Joint stiffness LITHIUM CARBONATE C  
Trismus  
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Detailed Report
5836025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2005 5836025 EXPEDITED (15-DAY) Y HO,OT FRWYE771024JUN05 53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR S ORAL OVERDOSE AMOUNT

WAS 120 TABLETS (IE
3 G) ORAL

1 DAY

Alanine aminotransferase increased  
Amnesia  
Aspartate aminotransferase increased  
Disorientation  
Hypotension  
Myoclonus  
Opsoclonus myoclonus  
Overdose  
Rhabdomyolysis  
Suicide attempt  

5833630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2005 5833630 EXPEDITED (15-DAY) Y HO,CA FR-SANOFI-
SYNTHELABO-
A02200501691

Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy STILNOX S TRANSPLACENTAL UNK 260 DAY
Dysmorphism AMITRIPTYLINE

HYDROCHLORIDE
S TRANSPLACENTAL UNK 1 MTH

Multiple congenital abnormalities OXAZEPAM S TRANSPLACENTAL UNK 7 MTH
Congenital musculoskeletal anomaly XANAX S TRANSPLACENTAL UNK 7 MTH
Foetal growth restriction EFFEXOR S TRANSPLACENTAL UNK  
Maternal exposure during pregnancy EUPHYTOSE C TRANSPLACENTAL UNK 7 MTH
Abnormal behaviour  
Epilepsy congenital  
Psychomotor retardation  
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Detailed Report
5836029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2005 5836029 EXPEDITED (15-DAY) Y OT GBWYE781528JUN05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR S  
Muscle injury ZOPICLONE C  
Blood creatinine increased  
Overdose  
5836258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2005 5836258 EXPEDITED (15-DAY) Y OT HQWYE626523JUN05 29 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL 2 CAPSULES (75 MG

EACH) (OVERDOSE
AMOUNT) ORAL

 

Psychotic disorder UNSPECIFIED INGREDIENT S 1 BOTTLE VODKA
(OVERDOSE AMOUNT)

 

Overdose  
5836267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2005 5836267 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE629123JUN05 72 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL 300 MG 1X PER 1 DAY

ORAL
1 DAY

Accidental exposure to product TRANYLCYPROMINE
(TRANYLCYPROMINE)

C  

Delirium  
Hyperthermia  
Muscle rigidity  
Respiratory failure  
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Detailed Report
5836965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2005 5836965 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 37.5    DAILY   ORAL  WYETH
Dizziness  
Feeling abnormal  
Paraesthesia  
Suicidal ideation  
Tremor  
Vomiting  
5839167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2005 5839167 EXPEDITED (15-DAY) Y DS HQWYE953401JUL05 62 YR Male NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL STARTING DOSE

UNKNOWN ORAL -
SEE IMAGE

 

Akathisia LITHIUM CARBONATE S ORAL UNKNOWN DOSAGE,
TABLET FORM ORAL

 

Parkinson's disease UNSPECIFIED INGREDIENT C  
Intention tremor UNSPECIFIED INGREDIENT C  
Coordination abnormal TEMAZEPAM C  
Impaired driving ability  

5796446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2005 5796446 EXPEDITED (15-DAY) Y OT FRWYE614525APR05 49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute pulmonary oedema EFFEXOR XR S ORAL 7 CAPSULE 1X PER 1

DAY, ORAL
108 DAY

Hypertension EFFEXOR S ORAL 5 CAPSULE 1X PER 1
DAY, ORAL
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Detailed Report
5835247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2005 5835247 EXPEDITED (15-DAY) Y DS,OT 2005090683 55 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic atrophy ZOLOFT S ORAL 200 MG (100 MG, 2 IN 1

D), ORAL
 

Drug ineffective EFFEXOR S ORAL 150 MG (150 MG,
DAILY), ORAL

 

Intraocular pressure decreased BENZODIAZEPINE DERIVATIVES
(BENZODIAZEPINE
DERIVATIVES)

C  

Visual pathway disorder ZOPICLONE C  
Antidepressant drug level decreased  
Visual evoked potentials abnormal  
5840418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2005 5840418 EXPEDITED (15-DAY) Y OT HQWYE875030JUN05 25 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE ORAL  
Crying  
Depression  
Nonspecific reaction  
5840938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2005 5840938 EXPEDITED (15-DAY) Y OT NLWYE800606JUL05 56 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic atrophy EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

ZOLOFT S ORAL 100 MG 2X PER 1 DAY
ORAL

 

IMOVANE (ZOPICLONE) C  
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Detailed Report
5840900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2005 5840900 EXPEDITED (15-DAY) Y OT DEWYE111629APR03 28 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy  
5843028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2005 5843028 EXPEDITED (15-DAY) Y DS,CA 2005AL002522 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy OXAZEPAM S TRANSPLACENTAL PO  ALPHAPHARM
Congenital central nervous system anomaly EFFEXOR S TRANSPLACENTAL PO  
Cerebral atrophy congenital AMITRIPTYLINE S TRANSPLACENTAL PO  
Congenital hair disorder ZOLPIDEM TARTRATE S TRANSPLACENTAL PO  
Skin disorder XANAX S TRANSPLACENTAL PO  
Congenital nail disorder EUPHYTOSE C  
Abnormal behaviour  
Dysmorphism  
Epilepsy  
Foot deformity  
Growth retardation  
Karyotype analysis abnormal  
Phalangeal hypoplasia  
Psychomotor retardation  
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Detailed Report
5845180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2005 5845180 EXPEDITED (15-DAY) Y OT GBWYE661712MAY05 26 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Hyperhidrosis ZOPICLONE C  
Anxiety  
Condition aggravated  
Depressed mood  
Dizziness  
Erectile dysfunction  
Heart rate increased  
Mental impairment  
Palpitations  
Somnolence  

Page: 1,255 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6072183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2005 6072183 EXPEDITED (15-DAY) Y DE,HO FRWYE798805JUL05 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Interstitial lung disease EFFEXOR S ORAL 100 MG 1X PER 1 DAY

ORAL
16 DAY

Hypotension EQUANIL S ORAL 250 MG 3X PER 1 DAY
ORAL

16 DAY

Disseminated intravascular coagulation NADROPARIN CALCIUM S SUBCUTANEOUS 0.3 ML 1X PER 1 DAY
SC

 

Agranulocytosis TRANXENE T-TAB S ORAL 1 DOSE 1X PER 1 DAY
ORAL

 

Acute respiratory distress syndrome  
Bone marrow failure  
Cardiac arrest  
Cyanosis  
Infection  
Metabolic acidosis  
Multi-organ failure  
Septic shock  
Toxicity to various agents  

5779756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2005 5779756 EXPEDITED (15-DAY) Y DS HQWYE653404APR05 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  
Blindness transient TRILEPTAL C  
Hot flush GABAPENTIN (GABAPENTIN) C  
Asthenia TEMAZEPAM C  
Somnolence LITHOBID C  
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Detailed Report
5799154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2005 5799154 EXPEDITED (15-DAY) Y HO,DS,LT,OT 2005066834 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage BEXTRA S ORAL 10 MG (10 MG, 1 AS

NECESSARY), ORAL
 

Tongue ulceration CELEBREX S ORAL 200 MG (200 MG, 1 AS
NCESSEARY), ORAL

 

Depression CLARITIN S ORAL ORAL  
Attention deficit/hyperactivity disorder NASACORT AQ S NASAL NASAL  
Nausea LEVOTHYROXINE S  
Vomiting EFFEXOR XR S  
Sleep apnoea syndrome STRATTERA C  
Hepatitis ADVAIR DISKUS C  
Pulmonary oedema TESSALON C  
Cardiomegaly DOXYCYCLINE C  
Ovarian disorder CELEXA C  
Venous thrombosis CELEXA C  
Fluid retention DICYCLOMINE HYDROCHLORIDE C  
Asthma  
Cerebral artery occlusion  
Cerebrovascular accident  
Congestive cardiomyopathy  
Deep vein thrombosis  
Intestinal ulcer  
Mouth ulceration  
Respiratory disorder  
Thyroiditis  
Weight increased  
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Detailed Report
5843756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2005 5843756 EXPEDITED (15-DAY) HO,OT NLWYE808207JUL05 42 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL OVERDOSE AMOUNT:

31 CAPSULES OF 75
MG ORAL

1 DAY

Overdose ALCOHOL S 1 DAY
Contusion  
Discomfort  
Dizziness  
Fall  
Hypoaesthesia  
Laceration  
Nausea  
Suicide attempt  
5845201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2005 5845201 EXPEDITED (15-DAY) Y OT FRWYE788030JUN05 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Blood pressure increased  
5845713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2005 5845713 EXPEDITED (15-DAY) Y OT GBWYE813707JUL05 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal disorder VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 75 MG 1X PER 1 DAY 123 DAY
Abortion induced  
Congenital anomaly  
Maternal exposure during pregnancy  
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Detailed Report
5778374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2005 5778374 EXPEDITED (15-DAY) Y DE FRWYE553604APR05 34 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR S ORAL ORAL  
Carbon monoxide poisoning ZOPICLONE S ORAL ORAL  
Overdose RISPERDAL C  
Pulmonary oedema ALCOHOL (ETHANOL) C  
Angiopathy  
Erythema  
Pulmonary congestion  
Pulmonary haemorrhage  
Spleen congestion  
5839372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2005 5839372 EXPEDITED (15-DAY) Y HO GXKR2005DE01284 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatotoxicity CITALOPRAM HYDROBROMIDE S 20 MG UP TO 40 MG, 32 DAY
Toxicity to various agents MIRTAZAPINE S 30 MG, 10 DAY

UNSPECIFIED INGREDIENT S 900 MG,  
ZOPICLONE S 7.5 MG,  
VENLAFAXINE S 112.5 MG, 35 DAY
OLANZAPINE (OLANZAPINE) S 2.5 MG, 5 MG,  
ESTROGENS, COMBINATIONS
WITH OTHER DRUGS (NO
INGREDIENTS/SUBSTANCES)

C  

5753663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2005 5753663 EXPEDITED (15-DAY) Y DS GBWYE442121FEB05 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Fibromyalgia VENLAFAXINE HYDROCHLORIDE S SEE IMAGE  
Arthralgia  
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Detailed Report
5826031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2005 5826031 EXPEDITED (15-DAY) Y OT HQWYE304107JUN05 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Macular oedema EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

Anxiety FOSAMAX C  
Condition aggravated  
5826062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2005 5826062 EXPEDITED (15-DAY) Y HQWYE129702JUN05 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR S ORAL SEE IMAGE 8 DAY
Drug ineffective TRIMIPRAMINE MALEATE C  
Cataplexy  
Drug withdrawal syndrome  
Fatigue  
Hyperhidrosis  
Hypomania  
Hypotonia  
Nausea  
Sleep study abnormal  
Somnolence  
Tremor  
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5838033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2005 5838033 EXPEDITED (15-DAY) N OT GBWYE749616JUN05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tardive dyskinesia LAMOTRIGINE S UNKNOWN 2 WEEK GLAXOSMITHKLINE
Condition aggravated EFFEXOR S ORAL 375MG per day  

SEMISODIUM VALPROATE S UNKNOWN 750MG per day  
ZUCLOPENTHIXOL DECANOATE C INTRAVENOUS  
SULPIRIDE C UNKNOWN 600MG Per day  
DEPAKOTE C  

5841641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2005 5841641 DIRECT N OT 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 1 DAY ORAL  
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5845967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2005 5845967 EXPEDITED (15-DAY) OT 2005-DE-02558GD 38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome ALBUTEROL S INHALATION 5 MG, IH  
Hot flush LINEZOLID S INTRAVENOUS 1200 MG, IV  
Dyspnoea VENLAFAXINE S 300 MG (NR, ONCE

DAILY)
1 YR

Fatigue BUDESONIDE C  
Headache HYDROMORPHONE

(HYDROMORPHONE) (NR)
(HYDROMORPHONE)

C  

Nervousness GABAPENTIN C  
Trismus PANCREATIC ENZYMES

(PANCRELIPASE) (NR)
C  

Tremor MULTIVITAMINS
(MULTIVITAMINS) (NR)

C  

Dyskinesia MONTELUKAST C  
Toxicity to various agents COLISTIN (COLISTIN) (NR) C  

PULMOZYME C  
5847684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2005 5847684 EXPEDITED (15-DAY) N OT HQWYE041007JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Depression  
Suicidal ideation  
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5847069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2005 5847069 DIRECT Y HO,RI 11 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 1X PER DAY ORAL  
Mania DEXEDRINE SPANSULES C  
Abnormal behaviour  
5847267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2005 5847267 DIRECT N DE 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150MG DAILY ORAL  WYETH
Suicide attempt CELEXA S ORAL 20MG DAILY ORAL  FOREST
Abnormal behaviour  
Agitation  
Akathisia  
Anger  
Insomnia  
Mania  
Schizophrenia  
Suicidal ideation  
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5740248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2005 5740248 EXPEDITED (15-DAY) Y HO,LT,OT NLWYE371226JAN05 72 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 1 TIME 300 MG; ORAL 1 DAY
Serotonin syndrome PARNATE S ORAL 30 MG 2X PER 1 DAY;

ORAL
 

Accidental exposure to product CARBASPIRIN CALCIUM S  
Hypertension RISPERDAL S  
Tachycardia OXAZEPAM C  
Respiratory failure OXAZEPAM C  

BECONASE AQ C  
VITAMIN B C  
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5829018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2005 5829018 EXPEDITED (15-DAY) Y OT HQWYE302807JUN05 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL; 75 MG 1X PER
DAY, ORAL; 37.5 MG
1X PER 1 DAY, ORAL

 

Weight increased RELPAX C  
Condition aggravated  
Diarrhoea  
Drug dependence  
Drug ineffective  
Drug withdrawal syndrome  
Hypoaesthesia  
Insomnia  
Mental impairment  
Migraine  
Nausea  
Paraesthesia  
Somnolence  
Vomiting  
5847177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2005 5847177 DIRECT N OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG DAY ORAL  WYETH
Influenza like illness  
Lethargy  
Muscle spasms  
Nervous system disorder  
Pain  
Vision blurred  
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5847809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2005 5847809 EXPEDITED (15-DAY) Y DE HQWYE100311JUL05 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL ORAL  

OLANZAPINE S  
5847987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2005 5847987 EXPEDITED (15-DAY) Y HO DEWYE786630JUN05 45 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL 16 CAPSULES

(OVERDOSE AMOUNT
1200 MG) ORAL

1 DAY

Overdose ALCOHOL S ORAL ORAL 1 DAY
Coma CAMPRAL S ORAL 50 TABLETS ORAL 1 DAY
Delirium METHADONE S ORAL ORAL 1 DAY
Salivary hypersecretion UNSPECIFIED INGREDIENT S ORAL ORAL 1 DAY
Alcohol withdrawal syndrome UNSPECIFIED INGREDIENT S ORAL ORAL 1 DAY
5848017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2005 5848017 EXPEDITED (15-DAY) Y HO,LT FRWYE743414JUN05 58 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancytopenia EFFEXOR S ORAL 150 MG DAILY ORAL  
Blood folate decreased LORAZEPAM C  
Vitamin B12 deficiency LANSOPRAZOLE C  

ACEPROMETAZINE
\MEPROBAMATE

C  
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5848900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2005 5848900 EXPEDITED (15-DAY) Y HO FRWYE826812JUL05 58 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute pulmonary oedema EFFEXOR S ORAL 250 MG DAILY ORAL  
Cardiac failure  
Condition aggravated  

5845851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2005 5845851 EXPEDITED (15-DAY) Y OT HQWYE875430JUN05 68 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash EFFEXOR XR S ORAL SEE IMAGE  
Stomatitis MORPHINE C  
Swelling face NEXIUM (ESOMEPRAZOLE) C  
Drug withdrawal syndrome UNSPECIFIED INGREDIENT C  
5848963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2005 5848963 EXPEDITED (15-DAY) Y HO,OT FRWYE822911JUL05 78 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug eruption EFFEXOR S ORAL ORAL 2 DAY
Rash vesicular PARACETAMOL S 500 MG 4X PER 1 DAY 2 DAY
Rash papular AERIUS (DESLORATADINE) C  
Rash erythematous PLAVIX C  
Creatinine renal clearance decreased ZOPICLONE C  

RISPERDAL C  
COZAAR C  
DIOSMIN (DIOSMIN) C  
ERYTHROCIN C  
VIRLIX (CETIRIZINE
HYDROCHLORIDE)

C  

LOXAPAC (LOXAPINE) C  
LOVENOX C  
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5849221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2005 5849221 EXPEDITED (15-DAY) Y HO 2005098755 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Enterococcal infection ZYVOX S INTRAVENOUS 1200 MG (600 MG, BID)

INTRAVENOUS
 

Staphylococcal infection EFFEXOR S 300 MG (300 MG ,
DAILY)

 

Drug withdrawal syndrome  
5849886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2005 5849886 EXPEDITED (15-DAY) N HO,DS HQWYE873807MAR05 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nightmare EFFEXOR XR S ORAL SEE IMAGE  
Abnormal dreams HYDROCHLOROTHIAZIDE

(HYDROCHLOROTHIAZIDE)
C  

Insomnia PREMARIN C  
Activities of daily living impaired  
Anxiety  
Crying  
Depression  
Dyspnoea  
Fatigue  
Fear  
Feeling abnormal  
Gastric disorder  
Hallucination, auditory  
Hypophagia  
Mood swings  
Palpitations  
Paranoia  
Sleep terror  
Tremor  
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5831073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2005 5831073 EXPEDITED (15-DAY) Y HO,LT GBWYE758720JUN05 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR S ORAL SEE IMAGE  
Suicide attempt CITALOPRAM HYDROBROMIDE C  
Drug withdrawal syndrome DIAZEPAM (DIAZEPAM) C  
Chills ZOPICLONE C  
Aggression  
Anger  
Depressed mood  
Depression  
Headache  
Hyperhidrosis  
Overdose  
Paraesthesia  
Syncope  
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5831202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2005 5831202 EXPEDITED (15-DAY) N DE,HO HQWYE470015JUN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S SEE IMAGE  
Asthenia  
Bacterial infection  
Blood lactic acid increased  
Dyspnoea  
Feeding disorder neonatal  
Floppy infant  
Gastrooesophageal reflux disease  
Hypotonia neonatal  
Infantile vomiting  
Neonatal disorder  
Poor weight gain neonatal  
Respiratory disorder neonatal  
Weight decrease neonatal  
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5839170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2005 5839170 EXPEDITED (15-DAY) Y DS SEWYE802906JUL05 48 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anosmia EFFEXOR S 75 & 150 & 225 & 150

MG PER DAY
4 DAY

Abdominal pain PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

C  

Abdominal distension TENOX (TEMAZEPAM) C  
Depression TEVETEN C  
Fear ENALAPRIL MALEATE C  
Crying PAROXETINE HYDROCHLORIDE C  
Abnormal behaviour REMERON C  
Cerebellar atrophy  
Romberg test positive  
Suicidal ideation  
5847367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2005 5847367 DIRECT N OT 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1/DAY ORAL  WYETH
Disorientation  
Disturbance in attention  
Pain  
5849747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2005 5849747 EXPEDITED (15-DAY) Y OT HQWYE178813JUL05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bladder neoplasm EFFEXOR XR S  
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5851013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2005 5851013 EXPEDITED (15-DAY) Y OT GBWYE796104JUL05 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal distress during labour EFFEXOR S SEE IMAGE 167 DAY
Maternal exposure during pregnancy EFFEXOR XR S 75 MG 1X PER 1 DAY 978 DAY
Caesarean section ANUSOL (BISMUTH HYDROXIDE/

BISMUTH SUBGALLATE/BORIC
ACID/PERUVIAN BALSAM/ZINC
OZIDE)

C  

LACTULOSE C  
ACETAMINOPHEN AND CODEINE C  
TEMAZEPAM C  

5857826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2005 5857826 NON-EXPEDITED N 2005SP000220 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea LUNESTA S ORAL 3 MG;HS;ORAL  

EFFEXOR S  
5864142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2005 5864142 NON-EXPEDITED Y OT 2005089947 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting RELPAX S  
Drug interaction EFFEXOR S  
Intentional product misuse  

5848955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2005 5848955 EXPEDITED (15-DAY) Y OT GBWYE834015JUL05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 150 MG 1X PER 1 DAY  
Electroencephalogram abnormal  
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5850262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2005 5850262 DIRECT N OT 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 3 - 75 MG PILLS ONCE

A DAY ORALLY 047
 WYETH

Anxiety  
Marital problem  
Pain  
Panic attack  
5850264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2005 5850264 DIRECT HO 84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes NEURONTIN S ORAL 800 MG ORALLY TID  

EFFEXOR XR S ORAL 150 MG, ORALLY,QD  
ATIVAN S ORAL 0.5 MG, ORALLY, QD  
OSCAL D S ORAL 600 MG, ORALLY, QD  
DITROPAN S ORAL 10 MG, ORALLY, QD  
COUMADIN S ORAL 5 MG, ORALLY, QD  
DILANTIN S ORAL 300 MG, ORALLY, QD  
AMBIEN S ORAL 10 MG, ORALLY, QHS  
KADIAN S ORAL 20 MG, ORALLY, QD  
ENULOSE S ORAL 15 ML , ORALLY, QD  
ROXICODONE S ORAL 5 MG, ORALLY, QD  
ZYRTEC S ORAL 10 MG , ORALLY, QD  
AUGMENTIN S  
LORAZEPAM C  
ZOLPIDEM C  
MORPHINE SULFATE C  
OXYCODONE HYDROCHLORIDE C  
CETIRIZINE HYDROCHLORIDE C  
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5850634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2005 5850634 DIRECT Y HO 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration EFFEXOR XR S ORAL ONE PO QD  
Fall  
5850874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2005 5850874 EXPEDITED (15-DAY) N OT HQWYE161912JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S SEE IMAGE  
Drug withdrawal syndrome  
5852653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2005 5852653 DIRECT N OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG ONCE DAILY PO

DECREASING TAPER
 

Influenza WELLBUTRIN XL C  
Nausea CLARITIN C  
Dizziness MULTI-VITAMIN C  
Insomnia BENADRYL C  
Abnormal dreams  
Disturbance in attention  

Page: 1,274 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5859717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jul-2005 5859717 NON-EXPEDITED Y DE USA-2003-0011982 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose HYDROMORPHONE

HYDROCHLORIDE
S  

ACETAMINOPHEN
(PARACETAMOL)

S  

VENLAFAXINE S  
LIDOCAINE HYDROCHLORIDE S  
CARISOPRODOL S  
MEPROBAMATE S  
EPHEDRINE S  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S  

LORCET S  
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4208415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2005 4208415 NON-EXPEDITED Y DE,OT USA-2003-0011151 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose MORPHINE SULFATE S  
Drug abuser HYDROCODONE

(HYDROCODONE)
S  

VALPROIC ACID S  
ACETAMINOPHEN
(PARACETAMOL)

S  

DIAZEPAM (DIAZEPAM) S  
MEPROBAMATE S  
TEMAZEPAM S  
PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

S  

DOXEPIN HYDROCHLORIDE S  
CAFFEINE S  
DIPHENHYDRAMINE
HYDROCHLORIDE

S  

VENLAFAXINE S  
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5851871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2005 5851871 EXPEDITED (15-DAY) Y DS HQWYE246018JUL05 54 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 37.5 MG 1X PER 1

DAY; TAPERED AT
18.75 MG

2 WEEK

Neurological symptom ALCOHOL (ETHANOL) S  
Aggression  
Disorientation  
Dizziness  
Headache  
Paraesthesia  
Paranoia  
Tinnitus  
5851882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2005 5851882 EXPEDITED (15-DAY) Y HO HQWYE148615JUL04 29 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic neuritis EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY

ORAL
 

Dry mouth AMITRIL
(AMITRIPTYLINE
HYDROCHLORIDE)

C  

Dizziness  
Hyporeflexia  
Nausea  
Somnolence  
Visual impairment  
Weight decreased  
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5851932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2005 5851932 EXPEDITED (15-DAY) Y DE HQWYE351110JUN05 47 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VENLAFAXINE HYDROCHLORIDE S OVERDOSE 1 DAY
Hypothermia  
Intentional product misuse  
Overdose  
Respiratory arrest  
5858948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2005 5858948 NON-EXPEDITED Y DE USA-2004-0016086 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse MORPHINE SULFATE S  

DIPHENHYDRAMINE
HYDROCHLORIDE

S  

NICOTINE S  
VENLAFAXINE S  
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5850905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2005 5850905 DIRECT Y HO,RI 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea VENLAFAXINE S  

LEVOTHYROXINE C  
FUROSEMIDE C  
MORPHINE C  
MULTIVITAMINS/ZINC C  
IPRATROPIUM BROMIDE C  
FORMOTEROL C  
DOCUSATE C  
CALCITONIN SALMON C  
ALBUTEROL C  
LORAZEPAM C  
BISACODYL C  
VANCOMYCIN C  
AZITHROMYCIN C  
CILASTATIN/IMIPENEM C  

5851010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2005 5851010 DIRECT RI 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation CYMBALTA S ORAL 30 MG 1 PER DAY

ORAL
 ELI LILLY AND CO

Hypertension EFFEXOR XR S ORAL 300 MG 150 BID ORAL  
Heart rate irregular LIBRIUM C  
Face oedema  
Urticaria  
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5853064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2005 5853064 EXPEDITED (15-DAY) HO HQWYE241618JUL05 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
4 YR

Asthenia  
Feeling abnormal  
Hypophagia  
Nausea  
Paraesthesia  
Vomiting  
Weight increased  

5851788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2005 5851788 DIRECT Y LT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transaminases increased VENLAFAXINE S ORAL 37.5 MG 1 EVERY AM X

7 ORAL
 WYETH AYERST

NORINYL (ETHINYL ESTRADIOL
\NORETHINDRONE)

C  

LISINOPRIL C  
PROPOXYPHENE
HYDROCHLORIDE

C  

PROMETHAZINE C  
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5853268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2005 5853268 EXPEDITED (15-DAY) Y OT HQWYE243118JUL05 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S INCREASED DOSE TO

600 MG/DAY THEN 900
MG/DAY

 

Depression  
Drug withdrawal syndrome  
Euphoric mood  
Overdose  
Suicidal ideation  

5854045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2005 5854045 EXPEDITED (15-DAY) N OT HQWYE293520JUL05 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nightmare EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome LAMICTAL C  
Depressed level of consciousness WELLBUTRIN XL C  
Speech disorder RITALIN C  
Drug dose omission AMBIEN C  
5854046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2005 5854046 EXPEDITED (15-DAY) N OT HQWYE277119JUL05 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Anhedonia  
Drug withdrawal syndrome  
Influenza  
Mania  
Thinking abnormal  
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5854061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2005 5854061 EXPEDITED (15-DAY) N OT HQWYE275919JUL05 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Libido decreased EFFEXOR XR S ORAL SEE IMAGE  
Drug dependence ATENOLOL (ATENOLOL) C  
Drug withdrawal syndrome LOTENSIN HCT (ENAZEPRIL

HYDROCHLORIDE/
HYDROCHLOROTHIAZIDE)

C  

Anger PREVACID C  
Hypoaesthesia ZOCOR C  
5854141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2005 5854141 EXPEDITED (15-DAY) Y LT 2005-130621-NL 40 YR Male CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma MIRTAZAPINE S ORAL 15 MG ORAL 2 DAY
Heart rate decreased VENLAFAXINE S ORAL 0.5 DF ORAL 2 DAY

ALPRAZOLAM S ORAL 0.5 DF ORAL 2 DAY

4087966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2005 4087966 EXPEDITED (15-DAY) Y OT PHBS2004US01841 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pleurothotonus CLOZAPINE S UNKNOWN UNK, UNK  NOVARTIS
Cogwheel rigidity CLOZAPINE S UNKNOWN 150 mg/d  NOVARTIS
Dysarthria VENLAFAXINE S UNKNOWN 375 mg/d  
Tremor ARIPIPRAZOLE S UNKNOWN 15 mg/d  

LITHIUM C UNKNOWN 450 mg/d  

Page: 1,282 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5751606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2005 5751606 EXPEDITED (15-DAY) 2005-125176-NL 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation MIRTAZAPINE S ORAL 45 MG QD ORAL  
Stress VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG QD/150 MG QD

ORAL
1 MTH

5822612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2005 5822612 EXPEDITED (15-DAY) Y OT HQWYE130402JUN05 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Aortic aneurysm  
Arthralgia  
Dyspnoea  
Embolism arterial  
Feeling abnormal  
Oedema  
Peripheral vascular disorder  
Rash  
Renal disorder  
Skin discolouration  
5836807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2005 5836807 EXPEDITED (15-DAY) Y OT GBWYE780128JUN05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
285 DAY

Maternal exposure during pregnancy  
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5840599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2005 5840599 EXPEDITED (15-DAY) Y DS 2005095179 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone development abnormal XANAX S ORAL ORAL  
Epilepsy AMITRIPTYLINE

HYDROCHLORIDE
S ORAL ORAL  

Dysmorphism OXAZEPAM S ORAL ORAL  
Congenital nail disorder ZOLPIDEM TARTRATE S ORAL ORAL  
Developmental delay EFFEXOR S ORAL ORAL  
Maternal exposure during pregnancy CRATAEGUS EXTRACT S  
Abnormal behaviour  
Atrophy  
Congenital central nervous system anomaly  
Congenital hair disorder  
Developmental coordination disorder  
Foot deformity  
Growth retardation  
Karyotype analysis abnormal  
Multiple congenital abnormalities  
Phalangeal hypoplasia  
Skin malformation  
5847923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2005 5847923 EXPEDITED (15-DAY) Y OT 2005GB01394 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation neonatal QUETIAPINE S TRANSPLACENTAL  ZENECA
Large for dates baby VENLAFAXINE S TRANSPLACENTAL  
Feeding disorder neonatal VENLAFAXINE S TRANSPLACENTAL  
Maternal exposure during pregnancy AMITRIPTYLINE S TRANSPLACENTAL  
Premature baby OLANZAPINE S TRANSPLACENTAL  
Caesarean section  
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5855340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2005 5855340 EXPEDITED (15-DAY) Y OT 2005-BP-11853RO 56 YR Female

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomania CITALOPRAM S  
Irritability METHYLPHENIDATE S 20 MG  
Verbal abuse VENLAFAXINE S 300 MG  
Aggression RISPERIDONE (RISPERIDONE) S 0.5 MG  
Initial insomnia RAMIPRIL C  
Agitation  
Anger  
Condition aggravated  

5771141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2005 5771141 EXPEDITED (15-DAY) Y HO,DS HQWYE103814MAR05 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood cholesterol increased EFFEXOR XR S ORAL SEE IMAGE  
Feeling abnormal ATARAX C  
Dizziness FLOVENT C  
Depression ALBUTEROL (SALBUTAMOL) C  
Abdominal pain  
Alopecia  
Anxiety  
Chronic tonsillitis  
Condition aggravated  
Crying  
Decreased appetite  
Depressed mood  
Drug dependence  
Drug effect decreased  
Drug ineffective  
Drug withdrawal syndrome  
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5771141
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea  
Gastric ulcer  
Hormone level abnormal  
Insomnia  
Lymphadenopathy  
Mood swings  
Nausea  
Oropharyngeal pain  
Pelvic pain  
Productive cough  
Refusal of treatment by patient  
Social phobia  
Sputum discoloured  
Tremor  
Upper respiratory tract infection  
Urinary tract infection  
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5824607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2005 5824607 EXPEDITED (15-DAY) Y OT FRWYE712602JUN05 60 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL SEE IMAGE 17 DAY
Serotonin syndrome PROTHIADEN S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Hypomania CITALOPRAM HYDROBROMIDE S ORAL 40 MG 1X PER 1 DAY,
ORAL

 

Dyskinesia XANAX C  
Insomnia SULFARLEM (ANETHOLE

TRITHIONE)
C  

Flight of ideas  
Irritability  
Psychomotor hyperactivity  
Restlessness  
5849715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2005 5849715 EXPEDITED (15-DAY) Y OT 2005GB01395 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy QUETIAPINE S ORAL  ZENECA
Gestational diabetes EFFEXOR XR S ORAL  
Blood pressure increased AMITRIPTYLINE S UNKNOWN  
Premature baby OLANZAPINE S UNKNOWN  
Caesarean section  
Pregnancy  
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5849937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2005 5849937 EXPEDITED (15-DAY) Y DE,LT 2005AP04092 32 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium SEROQUEL S ORAL  ZENECA
Suicide attempt EFFEXOR S ORAL LONG TERM USE  
Alcoholism  
Aspiration  
Hallucination, auditory  
Overdose  
Suicidal ideation  
5852500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2005 5852500 DIRECT N DS,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S 35 ML DAILY 75 ML

DAILY  150 ML DAILY
 

Drug withdrawal syndrome  
Hypothyroidism  
Iatrogenic injury  
Personality change  
Product quality issue  
5853271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2005 5853271 DIRECT Y OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 1/2 CAP   DAILY AT HS

ORAL
 WYETH

Nervous system disorder VITAMINS C  
Conduction disorder ZYRTEC C  
Drug withdrawal syndrome PREVACID C  
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5854828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2005 5854828 EXPEDITED (15-DAY) N OT HQWYE437625JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S 225 MG 1X PER 1 DAY  
Drug withdrawal syndrome  
5855157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2005 5855157 EXPEDITED (15-DAY) Y LT GBWYE641004MAY05 55 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute coronary syndrome EFFEXOR XR S ORAL SEE IMAGE 480 DAY
Gastrooesophageal reflux disease ASPIRIN C  
Gastritis METOPROLOL TARTRATE C  
Rhinorrhoea SIMVASTATIN (SIMVASTATIN0 C  
Pharyngeal disorder PERINDOPRIL (PERINDOPRIL) C  
Memory impairment ISOSORBIDE MONONITRATE C  
Tenderness ACETAMINOPHEN AND CODEINE C  
Aversion  
Balance disorder  
Disturbance in attention  
Fatigue  
Glossodynia  
Glucose tolerance impaired  
Headache  
Muscle spasms  
Oral pain  
Peripheral coldness  
Sleep disorder  
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5859171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2005 5859171 EXPEDITED (15-DAY) Y OT HQWYE437425JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alveolitis allergic EFFEXOR XR S ORAL ORAL  

TOPAMAX C  
SYNTHROID C  
XANAX C  
PROTONIX C  
GLUCOSAMINE (GLUCOSAMINE) C  
FIORICET C  

5859555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2005 5859555 EXPEDITED (15-DAY) Y HO,OT KII-2005-0017720 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory acidosis MORPHINE SULFATE S ORAL 20 MG/ML, ORAL  
Respiratory depression TRAZODONE S  
Myocardial necrosis marker increased UNSPECIFIED INGREDIENT S  
Back pain VENLAFAXINE S  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood creatine phosphokinase increased  
Coma  
Confusional state  
Lethargy  
Miosis  
White blood cell count increased  
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5861147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2005 5861147 EXPEDITED (15-DAY) Y DE B0388170A 57 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S  

Diarrhoea VENLAFAXINE HYDROCHLORIDE S  
Hyperhidrosis MOCLOBEMIDE S  
Overdose TRIMIPRAMINE MALEATE S  
Drug level increased  
Serotonin syndrome  
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5775173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2005 5775173 EXPEDITED (15-DAY) HO HQWYE240122MAR05 53 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psoriasis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL; 75 MG1X PER 1
DAY ORAL

4 YR

Condition aggravated EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY
ORAL

2 WEEK

Skin haemorrhage SEROQUEL S ORAL 100 MG 1X PER 1 DAY
ORAL

 

Amenorrhoea NEURONTIN C  
Flushing VALIUM C  
Bruxism XANAX C  
Tooth disorder PARIET (RABEPRAZOLE) C  
Skin discolouration ENALAPRIL MALEATE C  
Skin exfoliation DI-GESIC

(DEXTROPROPOXYPHENE/
PARACETAMOL)

C  

Poor peripheral circulation MEPERIDINE HCL C  
Candida infection VITAMINS NOS C  
Agitation  
Blood cholesterol increased  
Dermatitis exfoliative  
Drug dependence  
Drug withdrawal syndrome  
Gallbladder operation  
Hypomania  
Memory impairment  
Menopause  
Suicidal ideation  
Tongue biting  
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5805899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2005 5805899 EXPEDITED (15-DAY) Y DE,HO,LT HQWYE644011MAY05 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Gastritis haemorrhagic ALCOHOL (ETHANOL) S  
Blood potassium increased FOSAMAX C  
Biopsy stomach abnormal PROTONIX C  
Blood urea increased CELEBREX C  
Alcohol use DIOVAN HCT C  

PREDNISONE C  
FOLIC ACID C  
B COMPLEX (NICOTINAMIDE/
PYRIDOXINE HYDROCHLORIDE/
RIBOFLAVIN/THIAMINE
HYDROCHLORIDE)

C  

VITAMIN B12 C  
5853795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2005 5853795 DIRECT N HO,DS 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75MG TWICE ORAL  WYETH
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5860491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2005 5860491 EXPEDITED (15-DAY) Y HO CHWYE846520JUL05 77 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL SEE IMAGE, ORAL 37 DAY
Bone pain TRILEPTAL S ORAL SEE IMAGE, ORAL 6 DAY
Diarrhoea LORAZEPAM C  
Vomiting BEROCCA C  
Headache ACETAMINOPHEN C  
Condition aggravated IBUPROFEN C  
Antidepressant drug level increased ASPIRIN C  
Drug interaction ACETAMINOPHEN C  
Fall REMERON C  
Blood alkaline phosphatase HALDOL C  
Blood alkaline phosphatase increased  
Blood glucose increased  
Pelvic fracture  
5860545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2005 5860545 EXPEDITED (15-DAY) Y DE SEWYE863928JUL05 49 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death EFFEXOR S ORAL 300 MG DAILY, ORAL  

ALOPAM      (OXAZEPAM) C  
PRIMPERAN C  

5860752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2005 5860752 EXPEDITED (15-DAY) Y DS,OT GBWYE865828JUL05 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY  
Condition aggravated  
Depression  
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5851976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2005 5851976 EXPEDITED (15-DAY) N DS FR-ROCHE-411913 67 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Peripheral sensory neuropathy RIVOTRIL S ORAL  ROCHE

EFFEXOR S ORAL  
PROPRANOLOL S ORAL 60 DAY ROCHE
THERALENE S ORAL  
ZOPICLONE S ORAL  
LITHIUM CARBONATE S ORAL  
LEVOTHYROXINE SODIUM C  
FOLIC ACID C  
ATARAX C  
METFORMIN C  
REPAGLINIDE C  
VASTAREL C  
PIRIBEDIL C  
MODOPAR C  

5854918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2005 5854918 DIRECT Y HO,LT,RI 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver disorder ZOSYN S INTRAVENOUS 3.375G Q6H

INTRAVENOUS
 

Liver function test abnormal VENLAFAXINE S ORAL 37.5MG QDAY ORAL  
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5854935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2005 5854935 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR XR S ORAL 150 MG ORAL  WYETH
Drug withdrawal syndrome  
Feeling cold  
Nervous system disorder  
Vertigo  
Visual impairment  
5859343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2005 5859343 EXPEDITED (15-DAY) Y LT,OT HQWYE399522JUL05 54 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Food allergy EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

ASPIRIN S 81 MG 1X PER 1 DAY  

5852894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Aug-2005 5852894 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20050705030

61 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis TOPAMAX S ORAL  

RISPERDAL S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
VALPROATE SODIUM C ORAL  
VALPROIC ACID C ORAL  
REMERGIL C ORAL  
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5853565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2005 5853565 EXPEDITED (15-DAY) Y HO 2005AP04258 55 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder QUETIAPINE S ORAL  ZENECA
Neutrophilia CLOZARIL S ORAL  
Vomiting CLOZARIL S ORAL  
Diarrhoea VALIUM S  
Leukocytosis EFFEXOR S ORAL  
Hepatic enzyme increased  
Tardive dyskinesia  
Treatment noncompliance  
5862436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2005 5862436 EXPEDITED (15-DAY) N OT HQWYE114411JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL SEE IMAGE  
Crying  
Drug dependence  
Drug withdrawal syndrome  
Gait disturbance  
Malaise  
Nausea  
Retching  
Suicidal ideation  
Urinary incontinence  
Vertigo  
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4169446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 4169446 EXPEDITED (15-DAY) Y HO HQWYE726628JUN04 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL SEE IMAGE  
Psychotic disorder DEPAKOTE C  
Aggression TRAZODONE (TRAZODONE) C  
Maternal exposure during pregnancy  
Pregnancy  
Suicide attempt  
Treatment noncompliance  
5781900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5781900 EXPEDITED (15-DAY) Y DE,HO GBWYE573311APR05 83 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR XR S ORAL SEE IMAGE  
Cardiac failure ATENOLOL S ORAL 50 MG 1X PER 1 DAY  
General physical health deterioration ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Depressed level of consciousness BENDROFLUAZIDE
(BENDROFLUAZIDE)

C  

TIMOLOL MALEATE C  
LANTANOPROST
(LATANOPROST)

C  

ZOLPIDEM TARTRATE C  
SENNA C  

5825000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5825000 EXPEDITED (15-DAY) Y OT FRWYE728709JUN05 29 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
20 DAY

Suicidal ideation METHADONE HYDROCHLORIDE S  
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5859328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5859328 EXPEDITED (15-DAY) Y HO,LT GBWYE860227JUL05 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism EFFEXOR S ORAL 225MG ORAL  
Peripheral embolism ETHINYL ESTRADIOL

\LEVONORGESTREL
S ORAL 1 TABLET 1X PER 1

DAY ORAL
 

Intermittent claudication  
5863040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5863040 EXPEDITED (15-DAY) Y HO,OT FRWYE875902AUG05 44 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY 99 DAY
5863415FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5863415 EXPEDITED (15-DAY) N DS HQWYE678103AUG05 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S ORAL SEE IMAGE  
Abnormal dreams  
Crying  
Disorientation  
Dizziness  
Hot flush  
Paraesthesia  
Vertigo  
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5863447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5863447 EXPEDITED (15-DAY) N OT HQWYE435125JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S "SMALLER DOSES"  
Aggression  
Drug dependence  
Visual impairment  
5863450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5863450 EXPEDITED (15-DAY) Y OT HQWYE587728JUL05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S 75 MG 1X PER 1 DAY  
Psychiatric symptom HALDOL (HALIPERIDOL) C  
Asthenia  
Constipation  
Decreased interest  
Depression  
Disturbance in social behaviour  
Dry mouth  
Hyporeflexia  
Libido decreased  
Memory impairment  
Movement disorder  
Nausea  
Somnolence  
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5863596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5863596 EXPEDITED (15-DAY) Y HO HQWYE593829JUL05 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intervertebral disc protrusion EFFEXOR XR S 150 MG 1X PER 1 DAY  
Insomnia STRATTERA C  
Appetite disorder KLONOPIN C  
Gallbladder operation OXYCONTIN C  
Abdominal pain VICODIN C  
5863599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5863599 EXPEDITED (15-DAY) N DS,OT HQWYE676303AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Dependence  
5863829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5863829 EXPEDITED (15-DAY) Y OT HQWYE597721JUN05 27 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphemia EFFEXOR XR S ORAL SEE IMAGE  
5864473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5864473 EXPEDITED (15-DAY) Y HO GBWYE795804JUL05 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Laryngeal stenosis EFFEXOR S ORAL SEE IMAGE  
Angioedema LITHIUM CARBONATE C  

ZOPICLONE C  

Page: 1,301 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5867802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 5867802 NON-EXPEDITED N DS 2005-125009-NL 87 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sleep apnoea syndrome REMERON S ORAL ORAL, Q. HS  
Salivary hypersecretion RITALIN S ORAL ORAL  
Dry mouth EFFEXOR S ORAL ORAL  
Drug ineffective for unapproved indication METOPROLOL C  
Diarrhoea SYNTHETIC MORPHINE C  
Cow's milk intolerance TYLENOL  /USA/ C  

ECOTRIN C  
6112524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2005 6112524 EXPEDITED (15-DAY) Y HO,LT DEWYE883204AUG05 26 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL 40 CAPSULES

(OVERDOSE AMOUNT
3000MG)

1 DAY

Respiratory failure AMOXICILLIN S ORAL 1 DAY
Cardiac arrest PROTHIPENDYL

HYDROCHLORIDE
S ORAL SEE IMAGE 1 DAY

Overdose MARCUMAR S ORAL 1 DAY
ZYPREXA S ORAL 40 TABLETS

(OVERDOSE AMOUNT
200MG)

1 DAY

5860391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2005 5860391 DIRECT Y HO 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic intolerance CITALOPRAM S 20 MG DAILY  
Fall VENLAFAXINE S 75 MG BID  
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5862336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2005 5862336 DIRECT N OT,RI 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea EFFEXOR S 75  
Cardiac valve disease  
Dilatation atrial  
Hypertension  
5862653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2005 5862653 DIRECT N OT 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 1  DAILY  ORAL  WYETH
Asthenia HYPERTENSION MEDS C  
Hallucination, auditory UNSPECIFIED INGREDIENT C  
Diarrhoea  
Drug dependence  
Electric shock  
Hyperhidrosis  
Nervous system disorder  
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5808946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2005 5808946 EXPEDITED (15-DAY) Y DS,OT HQWYE562905MAY05 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL SEE IMAGE  
Drug dose omission AROMASIN C  
Agitation  
Anxiety  
Dizziness  
Drug dependence  
Drug withdrawal syndrome  
Headache  
Nausea  
Vision blurred  
White blood cell count decreased  
5830840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2005 5830840 EXPEDITED (15-DAY) Y HO DSA_70660_2005 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse DARVOCET-N 100 S ORAL 14 TAB QDAY PO  
Piloerection AMBIEN S ORAL 3 TAB QDAY PO  
Drug withdrawal syndrome ATIVAN S ORAL 8 TAB QDAY PO  
Depression PLACEBO S ORAL 2 CAP TID PO  
Myalgia PLACEBO S ORAL 1 TAB QDAY PO  
Bone disorder EFFEXOR S ORAL 75 MG BID PO  
Polysubstance dependence PREDNISONE C  
Bipolar disorder MULTI-VITAMIN C  

Page: 1,304 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5864495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2005 5864495 EXPEDITED (15-DAY) Y HO DEWYE820008JUL05 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL 70 CAPSULES A 75 MG

AND 40 CAPSULES A
150 MG (TOTAL
OVERDOSE AMOUNT
1.125 G)

1 DAY

Amnesia  
Fall  
Generalised tonic-clonic seizure  
Jaw fracture  
Overdose  
Somnolence  
Tachycardia  
5864504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2005 5864504 EXPEDITED (15-DAY) Y OT GBWYE886305AUG05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory disorder EFFEXOR XR S  
Electrocardiogram abnormal  

5826809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2005 5826809 EXPEDITED (15-DAY) Y HO FRWYE729509JUN05 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Drug withdrawal syndrome HUMALOG S  
Suicidal ideation LANTUS S 22 IU 1X PER 1 DAY  
Maternal exposure during pregnancy LEVOTHYROXINE SODIUM S  
Pregnancy DOLIPRANE (PARACETAMOL) C  

FERROUS SULFATE C  
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5831119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2005 5831119 EXPEDITED (15-DAY) N OT HQWYE975309MAR05 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Fluid retention LEVOXYL C  
Apathy  
Arthralgia  
Asthenia  
Blood cholinesterase increased  
Blood pressure increased  
Condition aggravated  
Crying  
Diarrhoea  
Dizziness  
Drug dependence  
Ear discomfort  
Feeling abnormal  
Flank pain  
Gastroenteritis viral  
Generalised oedema  
Headache  
Heart rate increased  
Hepatic pain  
Joint stiffness  
Joint swelling  
Laziness  
Migraine  
Multi-organ disorder  
Nausea  
Photopsia  
Pollakiuria  
Somnolence  
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5831119
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swelling  
Therapeutic response changed  
Thyroid function test abnormal  
Tinnitus  
Vertigo  
Vomiting  
Weight increased  
Weight loss poor  
5835347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2005 5835347 EXPEDITED (15-DAY) Y DE,OT 05-06-1079 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction CLOZAPINE S ORAL 175 MG QD ORAL  IVAX
Pulmonary embolism VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG QD ORAL 5 YR

FUROSEMIDE C  
GLYBURIDE C  
TOPROL XL C  
RANITIDINE HYDROCHLORIDE C  
ALBUTEROL C  

5848141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2005 5848141 EXPEDITED (15-DAY) Y OT GBWYE926623JUL04 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY  
Maternal exposure during pregnancy ALBUTEROL SULFATE C  
Pregnancy BECLOMETHASONE

DIPROPIONATE
C  

FEXOFENADINE C  
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5860053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2005 5860053 EXPEDITED (15-DAY) Y DS HQWYE877608APR05 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL   SEE IMAGE
 

Neck pain MULTIVIT (VITAMINS NOS) C  
Affect lability  
Agitation  
Anxiety  
Arthralgia  
Dizziness  
Drug ineffective  
Drug withdrawal syndrome  
Eye haemorrhage  
Fatigue  
Feeling of despair  
Gastritis  
Headache  
Hypertension  
Insomnia  
Muscle contractions involuntary  
Myalgia  
Nausea  
Nuchal rigidity  
Pain  
Panic attack  
Restlessness  
Tension  
Urinary tract disorder  
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Detailed Report
5863865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2005 5863865 DIRECT Y OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia ABILIFY S ORAL 5MG THEN 10MG

DAILY ORAL
 

EFFEXOR XR S ORAL 75 MG DAILY ORAL  
5864704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2005 5864704 EXPEDITED (15-DAY) Y OT 05-08-1390 60 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rectal haemorrhage MIRTAZAPINE S 15-7.5MG QD  
Epistaxis VENLAFAXINE S 150-37.5MG QD  

ESCITALOPRAM OXALATE S 20-5MG  
OMEPRAZOLE C  
IRBESARTAN C  

5865200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2005 5865200 EXPEDITED (15-DAY) Y LT HQWYE708804AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 2X PER 1 DAY,

ORAL; SEE IMAGE
 

Aggression  
Drug dispensing error  
Suicidal ideation  
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5834562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2005 5834562 EXPEDITED (15-DAY) OT HQWYE596421JUN05 38 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Night sweats EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL  4-5 DAYS  SEE
IMAGE

 

Unevaluable event SEROQUEL C  
Drug effect decreased  
Fatigue  
Vomiting  
5866470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2005 5866470 EXPEDITED (15-DAY) Y DE 2005-BP-13362RO 36 YR Male

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CITALOPRAM S  
Intentional self-injury VENLAFAXINE S  
Laceration  
5867145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2005 5867145 EXPEDITED (15-DAY) Y HO CHWYE900112AUG05 31 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 18X PER 1 DAY

ORAL
1 DAY

Intentional product misuse  
Overdose  
Vomiting  
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5822678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2005 5822678 EXPEDITED (15-DAY) Y HO 430015M05USA 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura NOVANTRONE S 25 MG/M2, 3 IN 1

MONTHS,
 

EFFEXOR S  
ZANAFLEX S  
NEURONTIN C  
PROVIGIL C  
INDERAL (PROPRANOL
HYDROCHLORIDE)

C  

CLONAZEPAM C  
NAPRILAN (ENALAPRIL /
00574901/)

C  

AMBIEN C  
IMITREX C  
UROCHOLINE (ALL OTHER NON-
THERAPEUTIC PRODUCTS)

C  

TRILEPTAL C  
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Detailed Report
5867231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2005 5867231 EXPEDITED (15-DAY) Y HO FRWYE630729APR05 44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL; 200 MG 1X PER
1 DAY ORAL; 300 MG
1X PER 1 DAY ORAL

 

Dysphemia ANETHOLTRITHION S ORAL 25 MG 3X PER 1 DAY
ORAL

 

Suicidal ideation ATARAX C  
Abulia RIVOTRIL (CLONAZEPAM) C  
Anxiety LEVOTHYROXINE SODIUM C  
Anhedonia  
Decreased appetite  
Disturbance in attention  
Major depression  

5826057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2005 5826057 EXPEDITED (15-DAY) Y HO,OT HQWYE133802JUN05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura NOVANTRONE S 25 MG/M2 EVERY 3

MONTHS
 

EFFEXOR S  
NEURONTIN C  
PROVIGIL C  
INDERAL C  
CLONAZEPAM C  
ENALAPRIL C  
AMBIEN C  
IMITREX C  
TRILEPTAL C  
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5853198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2005 5853198 EXPEDITED (15-DAY) Y HO,OT FRWYE841119JUL05 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL SEE IMAGE  
Impaired self-care ATARAX C  
Hyperkalaemia TIANEPTINE C  
Blood glucose decreased IMOVANE (ZOPICLONE) C  
Feeding disorder COTAREG

(HYDROCHLOROTHIAZIDE/
VALSARTAN)

C  

Diet refusal NEXIUM C  
ASPIRIN LYSINE C  
PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

C  

POLYETHYLENE GLYCOLS C  
TIAPRIDAL (TIAPRIDE) C  

5863179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2005 5863179 EXPEDITED (15-DAY) N HO FR-ROCHE-413872 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ecchymosis RIVOTRIL S ORAL 1032 DAY ROCHE
Thrombocytopenia DICLOFENAC S ORAL 87 DAY
Injection site haemorrhage ZOCOR S ORAL 533 DAY

EFFEXOR S ORAL 28 DAY
QUINAPRIL HYDROCHLORIDE
AND HYDROCHLOROTHIAZIDE

S ORAL 1032 DAY

ASPIRIN LYSINE S ORAL 533 DAY
CREON C  
METFORMIN C  
AMLODIPINE BESYLATE C  
INSULATARD NPH HUMAN C  
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6299788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2005 6299788 EXPEDITED (15-DAY) N HO HQWYE841010AUG05 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Maternal exposure during pregnancy LAMICTAL S TRANSPLACENTAL TRANSPLACENTAL  
Exposure during breast feeding UNSPECIFIED INGREDIENT S TRANSPLACENTAL TRANSPLACENTAL  

XANAX S TRANSPLACENTAL 0.5 MG 3X PER 1 DAY,
TRANSPLACENTAL
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5866432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2005 5866432 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S 35ML DAILY THEN 75

THEN 150
 

Asthenia  
Brain injury  
Brain oedema  
Depression  
Disturbance in attention  
Drug withdrawal syndrome  
Fear  
Flat affect  
Hallucination, auditory  
Hot flush  
Hypoaesthesia  
Hypothyroidism  
Impaired driving ability  
Malaise  
Memory impairment  
Mental impairment  
Musculoskeletal stiffness  
Nervous system disorder  
Nightmare  
Tension  
Viral infection  
Weight increased  
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5868578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2005 5868578 EXPEDITED (15-DAY) Y HO,DS,LT HQWYE846911AUG05 81 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Paralysis AVAPRO (IRGESARTAN) C  
HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

CELEBREX C  
BRICANYL C  

5867097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5867097 NON-EXPEDITED N PHEH2005US04823 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ZELNORM S  

EFFEXOR S  
5867236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5867236 EXPEDITED (15-DAY) OT HQWYE847311AUG05 54 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pharyngeal hypoaesthesia EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY  
Hypoaesthesia oral ALTACE C  
Dysphagia  
Eyelid oedema  
Gait disturbance  
Swelling face  
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5867243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5867243 EXPEDITED (15-DAY) Y OT HQWYE061701JUN05 70 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Impaired driving ability CYMBALTA S  
Alcoholism  
Concomitant disease aggravated  
Personality change  
Road traffic accident  
Thinking abnormal  
5867260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5867260 EXPEDITED (15-DAY) Y DE,HO GBWYE826712JUL05 28 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL SEE IMAGE 1 DAY
Acute respiratory distress syndrome  
Cardiotoxicity  
Completed suicide  
Convulsion  
Disseminated intravascular coagulation  
Haemodialysis  
Overdose  
Renal failure acute  
Ventricular tachycardia  
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5867822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5867822 EXPEDITED (15-DAY) N HO HQWYE911815AUG05 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Convulsion METFORMIN HYDROCHLORIDE C  
Confusional state AMLODIPINE C  
Loss of consciousness ATORVASTATIN

(ATORVASTATIN)
C  

Asthma NIASPAN C  
Condition aggravated ZESTRIL C  
Drug withdrawal syndrome LEVOXYL C  
Blood glucose increased ADVAIR DISKUS C  
Heart rate increased VITAMIN D (ERGOCALCIFEROL) C  
Insomnia CALCIUM C  

SINGULAIR C  
PROVENTIL (SALBUTAMOL
SULFATE)

C  

NOVOLIN NPH (INSULIN HUMAN
INJECTION, ISOPHANE)

C  

ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

TOPIRAMATE C  
UNSPECIFIED INGREDIENT C  
PLAVIX C  
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5868700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5868700 EXPEDITED (15-DAY) N OT HQWYE840610AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Communication disorder  
Disorientation  
Drug dependence  
Drug dose omission  
5868701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5868701 EXPEDITED (15-DAY) Y OT HQWYE903015AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Staring RISPERDAL S  
Conversion disorder  
Convulsion  
Fatigue  
5868727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5868727 EXPEDITED (15-DAY) N OT HQWYE842710AUG05 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Drug ineffective PERCOCET C  

METHADONE HYDROCHLORIDE C  
PLAQUENIL C  
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5868778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2005 5868778 EXPEDITED (15-DAY) N DS HQWYE842810AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S SEE IMAGE  
Abdominal discomfort  
Drug withdrawal syndrome  
Influenza  
Malaise  
Migraine  

5800319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2005 5800319 EXPEDITED (15-DAY) Y HO GBWYE645005MAY05 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL; 112.5 MG 1X
PER 1 DAY

 

Hyperthyroidism  

5833323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2005 5833323 EXPEDITED (15-DAY) Y CA,OT HQWYE625123JUN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Developmental hip dysplasia MULTIVITAMIN W/MINERALS
(MINERALS NOS/VITAMINS NOS)`

C  

Congenital anomaly  
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5853110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2005 5853110 EXPEDITED (15-DAY) Y HO,OT FRWYE847921JUL05 39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis fulminant EFFEXOR XR S ORAL 75 MG DAILY 619 DAY
Staphylococcal bacteraemia LEXOMIL (BROMAZEPAM) S ORAL 2 TABLET 1X PER 1

DAY
375 DAY

Blood phosphorus decreased PIROXICAM S ORAL  
Blood immunoglobulin G increased  
Blood immunoglobulin M increased  
Blood iron decreased  
Coagulation factor V level decreased  
Drug level above therapeutic  
Hepatic encephalopathy  
Hepatitis  
Prothrombin time ratio decreased  
Uterine leiomyoma  
5870787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2005 5870787 EXPEDITED (15-DAY) Y OT 2005-BP-13509RO 40 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction LITHIUM CARBONATE (LITHIUM

CARBONATE)
S  

Somnolence FLUVOXAMINE S 300 MG  
MIRTAZAPINE (MIRTAZAPINE) S ORAL 60 MG, PO  
PAROXETINE HYDROCHLORIDE S 60 MG  
VENLAFAXINE HYDROCHLORIDE S 225 MG  
CLOMIPRAMINE
HYDROCHLORIDE

S 300 MG  
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5870832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2005 5870832 EXPEDITED (15-DAY) Y HO HQWYE918615AUG05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Suicidal ideation  

5871879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2005 5871879 EXPEDITED (15-DAY) Y OT GBWYE916518AUG05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S  
Agitation  
Physical assault  

5836442FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2005 5836442 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0387177A

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema FOSAMPRENAVIR CALCIUM S ORAL 2UNIT per day 72 DAY GLAXOSMITHKLINE
Urticaria NORVIR S ORAL 2UNIT per day 72 DAY
Dyspnoea ZERIT S ORAL 2UNIT per day 72 DAY

VIREAD S ORAL 300MG per day 72 DAY
VALPROMIDE S ORAL 300MG Twice per day  
EFFEXOR S ORAL 37.5MG Twice per day  
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5872953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2005 5872953 NON-EXPEDITED Y DE,OT USA-2005-0018440 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S  
Drug dependence BUPROPION HYDROCHLORIDE S  
Drug abuser VENLAFAXINE S  

DIPHENHYDRAMINE
HYDROCHLORIDE

S  

CAFFEINE S  
ADDERALL C  
EFFEXOR C  

5873428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2005 5873428 EXPEDITED (15-DAY) N DS HQWYE692804AUG05 44 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Paraesthesia SYNTHROID C  
Crying HORMONE REPLACEMENT

THERAPY AGENT (HORMONE
REPLACEMENT THERAPY
AGENT)

C  

Affect lability  
Anger  
Anxiety  
Drug dependence  
Flat affect  
Grief reaction  
Impaired work ability  
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5873876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2005 5873876 EXPEDITED (15-DAY) N OT HQWYE047222AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR S 225 MG (FREQUENCY

UNSPECIFIED)
 

Drug dependence  
Drug withdrawal syndrome  
Panic attack  
Paraesthesia  
5877114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2005 5877114 NON-EXPEDITED N OT USA-2005-0019651 21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Substance abuse OXYCONTIN S  

OXYCODONE HYDROCHLORIDE S  
LORAZEPAM S  
WELLBUTRIN S  
EFFEXOR S  
GEODON S  
MOBIC S  

5880853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2005 5880853 NON-EXPEDITED Y DE USA-2004-0017817 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S UNK MG  

ACETAMINOPHEN
(PARACETAMOL)

S UNK MG  

ALPRAZOLAM (ALPRAZOLAM) S UNK MG  
VENLAFAXINE S UNK MG  
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5880856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2005 5880856 NON-EXPEDITED Y DE USA-2004-0017821 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S UNK MG, SEE TEXT  

OXYMORPHONE
HYDROCHLORIDE

S  

VENLAFAXINE S  
CARBAMAZEPINE S  
GABAPENTIN (GABAPENTIN) S  
MIRTAZAPINE (MIRTAZAPINE) S  
QUETIAPINE FUMARATE S  
TEMAZEPAM S  
DIPHENHYDRAMINE
HYDROCHLORIDE

S  

LAMOTRIGINE (LAMOTRIGINE) S  
COUMADIN C  

5886724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2005 5886724 NON-EXPEDITED Y DE USA-2004-0017815 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCODONE HYDROCHLORIDE S  

HYDROCODONE
(HYDROCODONE)

S  

VALPROIC ACID S  
ACETAMINOPHEN
(PARACETAMOL)

S  

QUETIAPINE FUMARATE S  
VENLAFAXINE S  
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5864939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2005 5864939 EXPEDITED (15-DAY) Y HO,OT 2005-0008526 45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema VIREAD S ORAL 300 MG, 1 IN 1 D, ORAL  

NORVIR S ORAL 2 DOSAGE FORMS, 1
IN 1 D, ORAL

 

FOSAMPRENAVIR CALCIUM S ORAL 2 DOSAGE FORMS, 1
IN 1 D, ORAL

 

ZERIT S ORAL 2 DOSAGE FORMS, 1
IN 1 D, ORAL

 

VALPROATE SODIUM S ORAL 300 MG, 2 IN 1 D, ORAL  
EFFEXOR S ORAL 37.5 MG, 2 IN 1 D,

ORAL
 

RETROVIR C  
ZIAGEN C  

5870972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2005 5870972 DIRECT N DS,LT,RI 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG   DAILY   PO 3 YR WYETH
5872308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2005 5872308 EXPEDITED (15-DAY) Y HO,OT HQWYE023419AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis C EFFEXOR XR S ORAL ORAL  

NEURONTIN C  
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5872309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2005 5872309 EXPEDITED (15-DAY) Y LT HQWYE049022AUG05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Myalgia ZOCOR S 40 MG, FREQUENCY  
5873088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2005 5873088 EXPEDITED (15-DAY) Y HO 2005117889 84 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection AMLODIPINE S FOR YEARS  
Dermatitis bullous CLONIDINE TRANSDERMAL

SYSTEM
S ORAL ORAL FOR YEARS  

BACTRIM S  
CORDARONE S ORAL FOR YEARS  
EFFEXOR S  

5853502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2005 5853502 EXPEDITED (15-DAY) Y HO,OT FRWYE847321JUL05 45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
 

Urticaria VALPROATE SODIUM S ORAL 300 MG 2X PER 1 DAY
ORAL

 

NORVIR S ORAL 2 DOSE 1X PER 1 DAY
ORAL

71 DAY

FOSAMPRENAVIR CALCIUM S ORAL 2 DOSE 1X PER 1 DAY
ORAL

71 DAY

TENOFOVIR DISOPROXIL
FUMARATE

S ORAL 300 MG 1X PER 1 DAY
ORAL

71 DAY

ZERIT S ORAL 2 DOSE 1X PER 1 DAY
ORAL

71 DAY
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5869533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2005 5869533 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0558167A

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation WELLBUTRIN XL S ORAL 150MG Per day 8 WEEK GLAXOSMITHKLINE
Insomnia EFFEXOR XR S ORAL 37.5MG Per day 4 YR

LEXAPRO S ORAL  
CELEBREX C  
NEURONTIN C  

5869884FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2005 5869884 EXPEDITED (15-DAY) N OT US-
GLAXOSMITHKLINE-
A0571903A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation PAXIL S ORAL  GLAXOSMITHKLINE
Insomnia EFFEXOR S  
Thinking abnormal  
5873094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2005 5873094 EXPEDITED (15-DAY) Y OT HQWYE053822AUG05 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY; ORAL; 75 MG 1X
PER 1 DAY; ORAL

13 DAY

Abnormal behaviour PAROXETINE HYDROCHLORIDE S  
Drug ineffective  
Screaming  
Serotonin syndrome  
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5873095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2005 5873095 EXPEDITED (15-DAY) Y DE DEWYE924123AUG05 67 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 150-200 MG; ORAL,

REDUCED DOSE;
ORAL

 

Ventricular fibrillation PERAZINE (PERAZINE
DIMALEATE)

C  

Delirium FUROSEMIDE (FUROSEMIDE) C  
Athetosis CAPTOPRIL C  
Agitation  

5870669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2005 5870669 EXPEDITED (15-DAY) Y OT US-
GLAXOSMITHKLINE-
A0569861A

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination LAMICTAL S ORAL 58 DAY GLAXOSMITHKLINE
Night sweats EFFEXOR XR S ORAL 225MG Per day  
Abnormal dreams SEROQUEL C ORAL  
Paralysis KLONOPIN C ORAL 1MG At night  
Drug interaction  
Infectious mononucleosis  
Sleep disorder  
Sleep paralysis  
Sleep talking  
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5874376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2005 5874376 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR S ORAL 125 MG DAILY PO 4 MTH WYETH
Crying  
Drug withdrawal syndrome  
Fear  
Hunger  
Insomnia  
Irritability  
Mental disorder  
Vomiting  
Weight decreased  
5874657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2005 5874657 EXPEDITED (15-DAY) N DE S05-USA-03967-01 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LEXAPRO S UNKNOWN UNK  
Restlessness EFFEXOR S UNKNOWN UNK  
Anxiety  
Condition aggravated  
Drug ineffective  
Drug withdrawal syndrome  
Insomnia  
Nervousness  
Tremor  
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5811179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2005 5811179 EXPEDITED (15-DAY) Y HO,OT HQWYE827320MAY05 20 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis allergic EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
4 DAY

Rash ZOLPIDEM TARTRATE C  
Pruritus OXAZEPAM C  
Rash erythematous  
5873924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2005 5873924 NON-EXPEDITED Y 200510881BWH Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erectile dysfunction LEVITRA S ORAL 10 MG, TOTAL DAILY,

ORAL
 

Drug ineffective EFFEXOR S  
Drug interaction IBUPROFEN C  

VICODIN C  
WELLBUTRIN C  

5875407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2005 5875407 EXPEDITED (15-DAY) Y OT GXKR2005IT01511 60 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rectal haemorrhage MIRTAZAPINE S 15 MG, QD; 7.5, QD  
Epistaxis VENLAFAXINE HYDROCHLORIDE S 150 MG, QD; 100 MG,

QD; 37.5 MG, QD
 

Drug interaction ESCITALOPRAM OXALATE S 20 MG, QD; 15 MG, QD;
5 MG, QD

 

Platelet aggregation increased OMEPRAZOLE C  
IRBESARTAN C  
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5877245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2005 5877245 EXPEDITED (15-DAY) Y OT HQWYE157129AUG05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL SEE IMAGE 3 MTH
Psychomotor hyperactivity  
Tremor  

5792163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2005 5792163 EXPEDITED (15-DAY) Y LT,OT HQWYE114519APR05 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation LAMICTAL C  
Nausea TRAZODONE HYDROCHLORIDE C  
Anger  
Confusional state  
Crying  
Hypoaesthesia  
Irritability  
Nonspecific reaction  
Tearfulness  
5841844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2005 5841844 EXPEDITED (15-DAY) Y HO FR-BRISTOL-MYERS
SQUIBB
COMPANY-13036611

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema ZERIT S ORAL  BRISTOL MYERS SQUIBB
Urticaria NORVIR S  
Dyspnoea VIREAD S  

FOSAMPRENAVIR CALCIUM S  
VALPROMIDE S 300 mg  
EFFEXOR S 37.5 mg  
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5864467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2005 5864467 EXPEDITED (15-DAY) Y DE ITWYE882203AUG05 68 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperthermia malignant EFFEXOR S 2035 DAY
Blood lactate dehydrogenase increased ANAFRANIL S ORAL 0.075 G 1X PER 1 DAY 2037 DAY
Blood creatine phosphokinase increased ZYPREXA S ORAL 10 MG 1X PER 1 DAY  
Myoglobin blood increased LEVOPRAID (SULPIRIDE) C  

LEXOTAN (BROMAZEPAM) C  
GLYBURIDE AND METFORMIN
HYDROCHLORIDE

C  

UNSPECIFIED INGREDIENT C  
5874862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2005 5874862 DIRECT N DS,RI 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150   1X   PO 9 MTH WYETH
Abasia  
Arthralgia  
Arthritis  
Asthenia  
Feeling abnormal  
Fluid retention  
Malaise  
Migraine  
Musculoskeletal stiffness  
Pain  
Photopsia  
Screaming  
Skin lesion  
Systemic lupus erythematosus  
Weight increased  
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5875444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2005 5875444 DIRECT N HO,DS 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impaired work ability EFFEXOR XR S ORAL 75 MG  1 X PER DAY

PO
 WYETH

Agitation  
Ear pain  
Mydriasis  
Neck pain  
Pain in jaw  
Suicidal ideation  
5880256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2005 5880256 EXPEDITED (15-DAY) Y OT HQWYE948816AUG05 54 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Catecholamines urine increased  
Urine sodium increased  
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5876363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2005 5876363 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL 75 MG    ONCE DAILY

PO
 

Anger  
Crying  
Dizziness  
Drug withdrawal syndrome  
Heart rate increased  
Nausea  
Pain  
Vaginal haemorrhage  
5876445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2005 5876445 DIRECT Y HO,LT,RI 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Contusion EFFEXOR XR S ORAL 300 MG   QD   PO  
Encephalopathy  
Hepatic failure  
Hypoglycaemia  
Injury  
Malaise  
Renal failure  
Speech disorder  
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5876450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2005 5876450 DIRECT N DS,LT,RI 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S ORAL 150 MG   2X/DAY, AM

AND PM     PO
 WYETH

Serotonin syndrome VALIUM C  
Arteriosclerosis FLEXERIL C  
Carotid artery disease ADVIL C  
Cerebrovascular accident TYLENOL C  
Anxiety  
Blood cholesterol abnormal  
Chills  
Condition aggravated  
Confusional state  
Crying  
Disturbance in attention  
Drug withdrawal syndrome  
Impaired work ability  
Memory impairment  
Muscle spasms  
Myofascial pain syndrome  
Nausea  
Nerve compression  
Spinal osteoarthritis  
Tremor  
Vomiting  
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5877183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2005 5877183 DIRECT Y LT 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incision site haemorrhage EFFEXOR XR S ORAL 37.5-112.5 MG PO QD  WYETH

EFFEXOR XR S ORAL 150-225 MG PO QD  WYETH
AUGMENTIN C  

5878130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2005 5878130 EXPEDITED (15-DAY) Y DE SEWYE551301APR05 Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S  
Brain oedema  
Completed suicide  
Intentional product misuse  
Serotonin syndrome  
Ventricular fibrillation  
5878151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2005 5878151 EXPEDITED (15-DAY) Y OT HQWYE672003AUG05 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Drug ineffective BISOPROLOL FUMARATE AND

HYDROCHLOROTHIAZIDE
C  

Drug withdrawal syndrome  
Vomiting  
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5878158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2005 5878158 EXPEDITED (15-DAY) N DS HQWYE158829AUG05 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dose omission EFFEXOR S SEE IMAGE  
Activities of daily living impaired  
Drug dependence  
Drug withdrawal syndrome  
5880357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2005 5880357 EXPEDITED (15-DAY) Y DS,OT FRWYE643804MAY05 77 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
1 DAY

Muscular weakness MORPHINE SULFATE S ORAL 30 MG 2X PER 1 DAY,
ORAL

 

Dysstasia COAPROVEL (IRBESARTAN/
HYDROCHLOROTHIAZIDE)

C  

Abasia ASPEGIC C  
LANZOR (LANSOPRAZOLE) C  
JOSIR (TAMSULOSIN
HYDROCHLORIDE)

C  

PRIMPERAN C  
AMITRIPTYLINE
HYDROCHLORIDE

C  

5868108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2005 5868108 EXPEDITED (15-DAY) N OT GBWYE907715AUG05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram abnormal EFFEXOR S ORAL SEE IMAGE 10 YR
Drug withdrawal syndrome  
Panic attack  
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5876986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2005 5876986 DIRECT N OT 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL ONCE DAILY PO  
Renal impairment ZOLOFT S ORAL ONCE DAILY PO  PFIZER
Agitation  
Personality change  
5877033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2005 5877033 EXPEDITED (15-DAY) N DE HQWYE216031AUG05 21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
Aggression  
Agitation  
Asphyxia  
Condition aggravated  
Crying  
Decreased appetite  
Depression  
Gun shot wound  
Homicidal ideation  
Hostility  
Insomnia  
Logorrhoea  
Nervousness  
Pressure of speech  
Product quality issue  
Psychiatric symptom  
Self-injurious ideation  
Suicidal ideation  
Weight decreased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5878204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2005 5878204 EXPEDITED (15-DAY) Y LT,OT GBWYE948502SEP05 41 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S ORAL 150MG  
Intentional self-injury  
8641402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2005 8641402 EXPEDITED (15-DAY) Y HO HQ9764904JAN2002 49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 2 DOSES DAILY ORAL 434 DAY
Malaise CAFEDRINE\THEODRENALINE S ORAL 2 TABLET 2X PER 1

DAY ORAL
77 DAY

Road traffic accident PRAZEPAM S  
LEVOTHYROXINE SODIUM S  
ALDACTONE C  

5869364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2005 5869364 EXPEDITED (15-DAY) Y DE,HO,LT FRWYE910616AUG05 84 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxic epidermal necrolysis EFFEXOR S ORAL ORAL 13 DAY
Stevens-Johnson syndrome BACTRIM S 6 DAY
Dermatitis bullous CLONIDINE TRANSDERMAL

SYSTEM
C  

Urinary tract infection CORDARONE C  
Renal failure acute AMLODIPINE BESYLATE C  
Bronchial obstruction  
Hepatitis  
Hyperkalaemia  
Increased bronchial secretion  
Oxygen saturation decreased  
Sepsis  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5878871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2005 5878871 DIRECT N HO,LT,RI 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ONE DAILY  
Anxiety  
Cerebrovascular accident  
Dizziness  
Dyspnoea  
Feeling cold  
Hyperhidrosis  
Hypertension  
Hypoaesthesia  
Insomnia  
Muscle twitching  
Psychomotor hyperactivity  
Restless legs syndrome  
Suicidal ideation  
Tinnitus  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5880377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2005 5880377 DIRECT N OT 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S 37.5 MGS ONLY 1 PILL  
Cold sweat  
Diarrhoea  
Eyelid function disorder  
Fear  
Feeling abnormal  
Heart rate increased  
Hyperhidrosis  
Malaise  
Mobility decreased  
Thinking abnormal  
Vomiting  
5880943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2005 5880943 EXPEDITED (15-DAY) HO,OT HQWYE135926AUG05 27 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malnutrition VENLAFAXINE S ORAL SEE IMAGE 47 DAY
Vomiting LOXOPROFEN C  

HALCION C  
LENDORM C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5885906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2005 5885906 DIRECT N OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S  
Depression  
Drug dependence  
Drug withdrawal syndrome  
Fear  
Impaired work ability  
Lethargy  
Malaise  
Migraine  
Nausea  
Panic attack  
Vomiting  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5876640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2005 5876640 EXPEDITED (15-DAY) N OT 2005UW11563 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression SEROQUEL S ORAL  ZENECA
Suicidal ideation BUPROPION S ORAL 36 DAY
Agitation BUPROPION S ORAL 36 DAY
Anxiety LAMICTAL S ORAL  

EFFEXOR S  
CYMBALTA S  
LITHIUM C  
ACTOS C  
GLIPIZIDE C  
SYNTHROID C  
AVAPRO C  
CLONAZEPAM C  
AMBIEN C  
INDERAL C UNKNOWN  
PROZAC C  
CLIMARA C  
CHOLESTYRAMINE C  
ELAVIL C ORAL  

5881487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2005 5881487 EXPEDITED (15-DAY) N OT HQWYE214431AUG05 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Physical assault EFFEXOR XR S  
Homicidal ideation  
Homicide  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5881641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2005 5881641 EXPEDITED (15-DAY) N DS HQWYE270107SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S UNKNOWN UNKNOWN  
Activities of daily living impaired  
Asthenia  
Sexual dysfunction  
5882512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2005 5882512 EXPEDITED (15-DAY) DS HQWYE265206SEP05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 & 75 MG 1X PER 1

DAY ORAL
 

Activities of daily living impaired  
Condition aggravated  
Depression  
Dizziness  
Drug ineffective  
Heart rate increased  
Impaired work ability  
Night sweats  
Paraesthesia  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5882691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2005 5882691 EXPEDITED (15-DAY) Y HO FRWYE707431MAY05 62 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain injury EFFEXOR S ORAL 250 MG 1X PER 1 DAY

ORAL; 150 MG 1X PER
1 DAY ORAL

22 DAY

Generalised tonic-clonic seizure AOTAL (ACAMPROSATE) C  
Amnesia PLAVIX C  
Folate deficiency ALLOPURINOL C  
Confusional state PREDNISOLONE C  
Malaise LESCOL C  
Bradyphrenia ESPERAL (DISULFIRAM) C  
5882693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2005 5882693 EXPEDITED (15-DAY) Y HO HQWYE265406SEP05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Drug ineffective EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Agitation  
Headache  
Suicidal ideation  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5865601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2005 5865601 EXPEDITED (15-DAY) Y HO GBWYE889008AUG05 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Conversion disorder EFFEXOR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
29 DAY

Hemiparesis DIAZEPAM (DIAZEPAM) C  
Sleep paralysis UNSPECIFIED INGREDIENT C  
Convulsion AMOXICILLIN C  
Asthenia  
Drug withdrawal syndrome  
Dystonia  
Paraesthesia  
5873412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2005 5873412 EXPEDITED (15-DAY) Y DE,HO GBWYE919619AUG05 48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT

NOT SPECIFIED, ORAL
 

Cardiac arrest UNSPECIFIED INGREDIENT S ORAL ORAL  
Arrhythmia  
Blood albumin increased  
Blood lactate dehydrogenase increased  
Blood pressure abnormal  
Blood pressure inadequately controlled  
Bradycardia  
Chest pain  
Depressed level of consciousness  
Electrocardiogram abnormal  
Shock  
White blood cell count increased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5880951FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2005 5880951 EXPEDITED (15-DAY) Y HO GBWYE835815JUL05 53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL SEE IMAGE  
Hypotension VALPROATE SODIUM

(VALPOROATE SODIUM)
C  

Nosocomial infection QUETIAPINE FUMARATE C  
Treatment noncompliance DIAZEPAM (DIAZEPAM) C  
Pneumonia RISPERIDONE (RISPERIDONE) C  
Urine sodium abnormal  
5881409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2005 5881409 DIRECT N DS 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 75 MG 1 TIME PER

DAY
 

Drug dependence  
Hot flush  
Night sweats  
5881428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2005 5881428 DIRECT RI 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG DAILY ORAL  
Nervous system disorder  
5881451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2005 5881451 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Osteoporosis EFFEXOR XR S HAS BEEN ON

VARYING DOSES
SINCE SEPTER 1999
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5883355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2005 5883355 EXPEDITED (15-DAY) N HO,LT HQWYE337009SEP05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Mental disorder  
5883419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2005 5883419 EXPEDITED (15-DAY) N HO HQWYE265006SEP05 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S  
Renal failure SEROQUEL S  
Depression  
Dialysis  
Hypoaesthesia  
Intentional product misuse  
Muscle disorder  
Muscle injury  
Nerve injury  
Neuroleptic malignant syndrome  
Osteonecrosis  
Respiratory failure  
Rhabdomyolysis  

5879233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2005 5879233 EXPEDITED (15-DAY) Y HO CH-
JNJFOC-20050900653

64 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukopenia RISPERDAL S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
CITALOPRAM HYDROBROMIDE S ORAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5882614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2005 5882614 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75MG   1X PER DAY

PO
 

Back pain  
Migraine  
Nervous system disorder  
Nightmare  
5887874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2005 5887874 EXPEDITED (15-DAY) Y OT GBWYE916618AUG05 29 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Trismus EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Abdominal discomfort  
Dry throat  
Insomnia  
Mydriasis  
Yawning  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5887980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2005 5887980 EXPEDITED (15-DAY) N DS HQWYE336109SEP05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  
Apathy  
Blood pressure increased  
Drug dependence  
Lethargy  
Penile size reduced  
Syncope  
Thinking abnormal  
Weight increased  
Wrong technique in drug usage process  
5888711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2005 5888711 EXPEDITED (15-DAY) N OT HQWYE336309SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S SEE IMAGE  
Abortion spontaneous  
Drug withdrawal syndrome  
Feeling abnormal  
Headache  
Maternal exposure during pregnancy  
Palpitations  
Rash pruritic  
Therapeutic response changed  
Tinnitus  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5876253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2005 5876253 EXPEDITED (15-DAY) Y HO 2005-131919-NL 31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy MIRTAZAPINE S ORAL 45 MG ORAL 57 DAY
Insomnia VENLAFAXINE HYDROCHLORIDE S 150 MG 16 DAY
Fall ZOPICLONE C  
Spinal column injury  
5884096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2005 5884096 EXPEDITED (15-DAY) Y HO GBWYE964208SEP05 13 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL 900 MG 1X PER 1 DAY

ORAL
1 DAY

Dizziness  
Headache  
Hypertension  
Medication error  
Nausea  
Tachycardia  
Vision blurred  
5884100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2005 5884100 EXPEDITED (15-DAY) Y OT GBWYE928624AUG05 47 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram T wave inversion EFFEXOR XR S ORAL SEE IMAGE  

QUETIAPINE FUMARATE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6178047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2005 6178047 EXPEDITED (15-DAY) Y DE,HO US-
JNJFOC-20050902348

21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN S ORAL  
Hepatic failure ACETAMINOPHEN S ORAL  
Intentional product misuse RISPERIDONE S ORAL  
Overdose ASPIRIN S ORAL  
Overdose ZOLPIDEM S ORAL  
Sinus tachycardia LAMOTRIGINE S ORAL  
Lethargy CLONAZEPAM S ORAL  
Confusional state VENLAFAXINE HYDROCHLORIDE S ORAL  
Mydriasis IMIPRAMINE S ORAL  
Cardiac arrest  
Cardio-respiratory arrest  
Dialysis  
Hepatic necrosis  
Hyperkalaemia  
Liver transplant  
Mental status changes  

5851373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2005 5851373 EXPEDITED (15-DAY) Y HO,DS,LT GBWYE835515JUL05 48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertrophic cardiomyopathy EFFEXOR S ORAL 300MG, FREQUENCY

UNKNOWN
 

Blood pressure systolic increased FUROSEMIDE (FUROSEMIDE) C  
Congestive cardiomyopathy TRIFLUOPERAZINE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5868736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2005 5868736 EXPEDITED (15-DAY) N DS HQWYE893212AUG05 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S SEE IMAGE  
Adverse drug reaction  
Amnesia  
Crying  
Depressed mood  
Distractibility  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Emotional distress  
Nausea  
Paraesthesia  
Vertigo  
Vision blurred  
5880885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2005 5880885 EXPEDITED (15-DAY) Y HO GBWYE958507SEP05 53 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN
1 DAY

Intentional self-injury VALPROATE SODIUM
(VALPROATE SODIUM)

C  

DIAZEPAM (DIAZEPAM) C  
QUETIAPINE FUMARATE C  
RISPERIDONE (RISPERIDONE) C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5884218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2005 5884218 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sensory disturbance EFFEXOR XR S ORAL 150MG DAILY PO  WYETH AYERST
Dyspnoea  
Hallucination, auditory  
Hallucination, visual  
Insomnia  
Nervous system disorder  
Paraesthesia  
Tinnitus  
5884836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2005 5884836 EXPEDITED (15-DAY) Y OT GBWYE974613SEP05 30 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG DAILY 39 DAY
Abnormal dreams  
Constipation  
Hyperhidrosis  
Nausea  
Tetany  
Tinnitus  
Urine analysis abnormal  
Vertigo  
Yawning  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5885099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2005 5885099 EXPEDITED (15-DAY) N DS HQWYE336909SEP05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR S  
Feeling abnormal WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

Activities of daily living impaired  
Anger  
Asthenia  
Chills  
Crying  
Disturbance in attention  
Drug dependence  
Drug withdrawal syndrome  
Feeling of body temperature change  
Hallucination, auditory  
Hallucination, visual  
Irritability  
Mood swings  
Muscle spasms  
Nightmare  
Pain  
Retching  
Temperature regulation disorder  
Weight increased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5885100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2005 5885100 EXPEDITED (15-DAY) N DS HQWYE336609SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry mouth EFFEXOR XR S  
Abdominal pain  
Drug withdrawal syndrome  
Nervousness  
5887278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2005 5887278 EXPEDITED (15-DAY) Y HO FRWYE963508SEP05 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis necrotising EFFEXOR S ORAL  
Pancreatitis haemorrhagic PIPAMPERONE S ORAL ORAL  
Gallbladder disorder MEBEVERINE HYDROCHLORIDE S ORAL ORAL  
Biliary dilatation PHLOROGLUCINOL DIHYDRATE S ORAL ORAL  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Bilirubin conjugated increased  
Blood bilirubin increased  
Cholelithiasis  
Transaminases increased  

5846535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5846535 EXPEDITED (15-DAY) Y DS HQWYE049408JUL05 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Temporal arteritis EFFEXOR S ORAL SEE IMAGE  
Fatigue KLONOPIN C  
Diabetes mellitus  
Facial pain  
Hypoaesthesia  
Visual acuity reduced  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5884285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5884285 EXPEDITED (15-DAY) OT GBWYE982015SEP05 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
General physical health deterioration EFFEXOR S ORAL  
Breast cancer female PROZAC C  
Constipation TAMOXIFEN C  
Condition aggravated  
Feeling of despair  
Neoplasm recurrence  
Pain  
5885160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5885160 DIRECT N RI 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coagulopathy EFFEXOR S ORAL 75 MG BID PO 12 WEEK WYETH

Page: 1,358 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5885912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5885912 EXPEDITED (15-DAY) Y HO,OT HQWYE384112SEP05 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Dysstasia VANCOMYCIN C  
Somnolence CEFEPIME C  
Confusional state TOBRAMYCIN C  
Brain neoplasm MORPHINE C  
Neoplasm progression ALBUTEROL (SALBUTAMOL) C  
Aphasia  
Depressed level of consciousness  
Drug withdrawal syndrome  
Fall  
Mental status changes  
Unresponsive to stimuli  
5885915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5885915 EXPEDITED (15-DAY) N OT HQWYE470814SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S GRADUALLY TAKEN

OFF
 

Activities of daily living impaired  
Drug dependence  
Feeling abnormal  
Malaise  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5885916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5885916 EXPEDITED (15-DAY) N OT HQWYE336409SEP05 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S SEE IMAGE  
Arthralgia  
Brain injury  
Drug withdrawal syndrome  
Suicidal ideation  
5886025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5886025 DIRECT N OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 75MG DAILY PO  
Crying  
Disturbance in attention  
Dizziness  
Drug dependence  
Drug withdrawal syndrome  
Headache  
Hot flush  
Memory impairment  
Nightmare  
Tinnitus  
Vomiting  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5886171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5886171 EXPEDITED (15-DAY) Y HO,OT,RI 163-20785-05090207 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombotic thrombocytopenic purpura THALOMID S ORAL 400 MG, QD, ORAL  
Haemolytic uraemic syndrome PROLEUKIN S 600000 IU/KG,

RECEIVED 10 DOSES
 

Gait disturbance PHENYTOIN S  
Asthenia RADIATION THERAPY S  
Convulsion TEMOZOLOMIDE S  
Lethargy PACLITAXEL S 60 MG/M2/9 DOSES  
Disease progression VENLAFAXINE S  
Hypotension DEXAMETHASONE

(DEXAMETHASONE)
S  

White blood cell count decreased LEVETIRACETAM S  
Blood bilirubin increased  
Microangiopathic haemolytic anaemia  
Neurological symptom  
Partial seizures  
Renal failure  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5886297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 5886297 EXPEDITED (15-DAY) N DS HQWYE337109SEP05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S "OPENING UP EACH

37.5 MG CAPSULE
AND THEN TAKING 1/3
EVERY OTHER DAY"

 

Asthenia  
Cold sweat  
Dizziness  
Drug dependence  
Feeling abnormal  
Impaired work ability  
Malaise  
Nausea  
Visual impairment  
Weight increased  
8151883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2005 8151883 EXPEDITED (15-DAY) Y HO SEWYE987219SEP05 30 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S ORAL 75 MG 1X PER 1 DAY  
Cardiomyopathy MELPERONE HYDROCHLORIDE S ORAL 10 MG 1X PER 1 DAY  

CONCERTA S ORAL 54 MG 1X PER 1 DAY  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5854917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2005 5854917 EXPEDITED (15-DAY) Y HO,OT GBWYE745315JUN05 63 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL 225 & 75 & 37.5 MG

(FREQUENCY
UNSPECIFIED) ORAL
SEE IMAGE

6 MTH

Blood potassium decreased  
Hyponatraemia  
5886326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2005 5886326 EXPEDITED (15-DAY) OT HQWYE399012SEP05 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mycosis fungoides EFFEXOR XR S ORAL ORAL  
5886652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2005 5886652 EXPEDITED (15-DAY) Y DS GBWYE981715SEP05 34 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150MG, ORAL  
Diarrhoea  
Hyperhidrosis  
Influenza  
Nightmare  
Palpitations  
Paraesthesia  
Visual impairment  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5886929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2005 5886929 EXPEDITED (15-DAY) OT HQWYE330409SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oropharyngeal pain EFFEXOR S 75 MG 1X PER 1 DAY

TRIED TO STOP
TAKING

 

Abnormal dreams  
Constipation  
Depression  
Drug withdrawal syndrome  
Gingival pain  
Hyperacusis  
Impaired healing  
Insomnia  
Nausea  
Night sweats  
Palpitations  
Photophobia  
Stomatitis  
Suicidal ideation  
Tinnitus  

5777559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2005 5777559 EXPEDITED (15-DAY) DE GBWYE554304APR05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden infant death syndrome EFFEXOR XR S 150 MG  
Maternal exposure during pregnancy  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5883642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2005 5883642 EXPEDITED (15-DAY) Y DE US-
MERCK-0509USA02179

40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest COGENTIN S ORAL  MERCK
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL  

QUETIAPINE FUMARATE S ORAL  
5888351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2005 5888351 EXPEDITED (15-DAY) Y OT GBWYE989219SEP05 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy EFFEXOR S  
5888806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2005 5888806 EXPEDITED (15-DAY) Y HO,OT FRWYE995121SEP05 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
IIIrd nerve paralysis EFFEXOR S ORAL 150 MG DAILY, ORAL  

LEXOMIL (BROMAZEPAM) C  
5889582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2005 5889582 EXPEDITED (15-DAY) Y HO HQWYE894023MAY05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thymoma EFFEXOR XR S ORAL 225 MG ORAL  
Hepatitis ZYRTEC C  
Thyroiditis NASONEX C  
Myasthenic syndrome  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5889583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2005 5889583 EXPEDITED (15-DAY) N HQWYE498215SEP05 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Tinnitus PAXIL S 10 MG 1X PER 1 DAY  
Suicidal ideation  

5852035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2005 5852035 EXPEDITED (15-DAY) Y OT HQWYE218414JUL05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis B antigen positive EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Oedema peripheral TRAZODONE HYDROCHLORIDE C  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5886721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2005 5886721 DIRECT Y OT 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness VENLAFAXINE HYDROCHLORIDE S  

TRAZODONE HYDROCHLORIDE C  
BUPROPION HYDROCHLORIDE C  
SILDENAFIL CITRATE C  
CODEINE 30/ACETAMINOPHEN C  
ALBUTEROL C  
VENLAFAXINE HYDROCHLORIDE C  
IPRATROPIUM BROMIDE AND
ALBUTEROL SULFATE

C  

IBUPROFEN C  
VITAMIN B COMPLEX/VITAMIN C
CAP

C  

DOYCYCLINE HYCLATE C  

5863033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2005 5863033 EXPEDITED (15-DAY) Y HO,OT GBWYE882503AUG05 84 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL; REDUCED
DOSE, ORAL

4 DAY
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5885387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2005 5885387 EXPEDITED (15-DAY) Y HO CH-
JNJFOC-20050904068

Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo RISPERDAL S ORAL  
Dizziness AMITRIPTYLINE

HYDROCHLORIDE
C ORAL  

Restlessness VENLAFAXINE HYDROCHLORIDE S ORAL 5 DAY
Chills  
Drug interaction  
Hyperhidrosis  
Insomnia  
Somnolence  
5890083FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2005 5890083 EXPEDITED (15-DAY) Y DE 2005128824 29 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VERAPAMIL HYDROCHLORIDE S ORAL ORAL  
Overdose VENLAFAXINE S  
Intentional product misuse  
5890424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2005 5890424 EXPEDITED (15-DAY) Y OT GBWYE868629JUL05 25 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S ORAL 37.5 MG, ORAL 18 DAY
Abortion spontaneous  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5891041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2005 5891041 EXPEDITED (15-DAY) Y DE GBWYE982215SEP05 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death ACETAMINOPHEN S  

PROPOXYPHENE
HYDROCHLORIDE

S  

MIRTAZAPINE S  
VENLAFAXINE HYDROCHLORIDE S  
ZOLPIDEM TARTRATE S  

5867828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5867828 EXPEDITED (15-DAY) Y OT HQWYE843010AUG05 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Somnolence SAM-E (S-
ADENOSYLMETHIONINE)

C  

Hyperhidrosis LUNESTA C  
Constipation ESTRADIOL C  
Psychiatric symptom WELLBUTRIN - SLOW RELEASE

(AMFEBUTAMONE
HYDROCHLORDE)

C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5887883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5887883 DIRECT N HO,OT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL 225 MG 1 PER DAY PO  
Drug withdrawal syndrome GABITRIL C  
Migraine NUERONTIN C  
Dyspepsia HYDROXYZINE C  
Back pain PROTONIX C  
Neck pain TRAZODONE HYDROCHLORIDE C  
Abnormal behaviour  
Aggression  
Anger  
Depression  
Derealisation  
Dysphoria  
Emotional distress  
Hallucination, auditory  
Hallucination, visual  
Homicidal ideation  
Illusion  
Irritability  
Malaise  
Panic attack  
Paranoia  
Psychotic disorder  
Suicidal ideation  
Suicide attempt  
Tinnitus  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5888051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5888051 DIRECT N OT 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL 375MG DAILY PO  
Feeling jittery DEPAKOTE ER C  
Nervousness ADALAT CC C  
Hallucination  
Insomnia  
Tinnitus  
Tremor  
Visual impairment  
5890468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5890468 EXPEDITED (15-DAY) Y HO DEWYE922922AUG05 60 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Asthenia  
Condition aggravated  
Depressed level of consciousness  
Depression  
Facial spasm  
Gait disturbance  
Social avoidant behaviour  
Tremor  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5890940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5890940 EXPEDITED (15-DAY) Y DE 2005130104 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents GLIPIZIDE S  
Completed suicide VENLAFAXINE S  
Intentional product misuse  
Overdose  
5890944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5890944 EXPEDITED (15-DAY) Y DE GBWYE991820SEP05 56 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death EFFEXOR S ORAL 75 MG DAILY; ORAL  

ASPIRIN (ACETYLSALICYLIC
ACID)

C  

GAVISON (SODIUM ALGINATE/
SODIUM BICARBONATE)

C  

ALBUTEROL SULFATE C  
5891044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5891044 EXPEDITED (15-DAY) Y DE 2005129071 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ATROPINE SULFATE

\DIPHENOXYLATE
HYDROCHLORIDE

S  

Intentional product misuse VENLAFAXINE S  
Miosis LORAZEPAM S  
Hypoventilation HYDROCODONE

(HYDROCODONE)
C  

Overdose  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5891101FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5891101 EXPEDITED (15-DAY) Y DE 2005129401 33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide GLYBURIDE S ORAL ORAL  
Overdose VENLAFAXINE S  

MIRTAZAPINE (MIRTAZAPINE) S  
5891104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5891104 EXPEDITED (15-DAY) Y DE 2005128395 33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DIPHENHYDRAMINE

HYDROCHLORIDE
S UNSPECIFIED;

UNKNOWN
 

ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

S UNSPECIFIED,
UNKNOWN

 

VENLAFAXINE S UNSPECIFIED;
UNKNOWN

 

5891372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5891372 EXPEDITED (15-DAY) Y DE 2005128233 19 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ZIPRASIDONE HYDROCHLORIDE S  
Cardio-respiratory arrest VENLAFAXINE S  
Overdose ATOMOXETINE

HYDROCHLORIDE
S  

Toxicity to various agents UNSPECIFIED INGREDIENT S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5891568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5891568 EXPEDITED (15-DAY) Y DE 2005128236 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ZIPRASIDONE HYDROCHLORIDE S  
Intentional product misuse TRAZODONE HYDROCHLORIDE S  
Overdose VENLAFAXINE S  

UNSPECIFIED INGREDIENT S  
5934196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2005 5934196 EXPEDITED (15-DAY) DS HQWYE545120SEP05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Anxiety  
Bedridden  
Chills  
Dizziness  
Malaise  
Nausea  
Paraesthesia  
Vomiting  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5860971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2005 5860971 EXPEDITED (15-DAY) Y HO,OT GBS050717935 32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental impairment FLUOXETINE S 40 MG DAY  
Hallucination, auditory OLANZAPINE S 15 MG IN THE

EVENING
6 MTH

Schizophrenia, paranoid type VENLAFAXINE S  
Persecutory delusion SULPIRIDE C  
Dizziness CLOZAPINE C  
Orthostatic hypotension FLUPENTIXOL C  
Generalised tonic-clonic seizure RISPERIDONE C  
Disorientation ZOPICLONE C  
Syncope CITALOPRAM C  
Depression CLONAZEPAM C  
Condition aggravated  
Confusional state  
Disease recurrence  
Drug interaction  
Fatigue  
Headache  
Postictal state  
Salivary hypersecretion  
Urinary incontinence  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5887087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2005 5887087 EXPEDITED (15-DAY) Y OT 2005UW14225 53 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metabolic acidosis SEROQUEL S ORAL  ZENECA
Agitation EFFEXOR S ORAL  
Amnesia EFFEXOR XR S  
Generalised tonic-clonic seizure ALCOHOL S ORAL  
Blood creatine phosphokinase increased  
Disorientation  
Drug withdrawal syndrome  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Hyperhidrosis  
Hypotension  
Hypoxia  
Lethargy  
Leukocytosis  
Loss of consciousness  
Miosis  
Muscle contractions involuntary  
Myoclonus  
Neuroleptic malignant syndrome  
Pneumonia  
Pupillary reflex impaired  
Pyrexia  
Respiratory depression  
Serotonin syndrome  
Tachypnoea  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5890484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2005 5890484 EXPEDITED (15-DAY) Y HO,LT,OT DEWYE995321SEP05 50 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism VENLAFAXINE HYDROCHLORIDE S 75 MG 1X PER 1 DAY;

150 MG 2X PER 1 DAY;
75 MG 1X PER 1 DAY

3 DAY

Cardiopulmonary failure MIRTAZAPINE S 45 MG 1X PER 1 DAY 15 DAY
Dizziness LISINOPRIL (LISINOPRIL) C  
Loss of consciousness DAROB (SOTALOL

HYDROCHLORIDE)
C  

Activated partial thromboplastin time prolonged  
Alanine aminotransferase increased  
Antithrombin III decreased  
Aspartate aminotransferase increased  
Coagulation factor VIII level increased  
Cyanosis  
Fibrin D dimer increased  
Gamma-glutamyltransferase increased  
International normalised ratio increased  
Prothrombin time prolonged  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5890527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2005 5890527 DIRECT N DS 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75MG 3 TIMES PER

DAY PO
 

Feeling abnormal CLONAZEPAM C  
Suicidal ideation SYNTHROID C  

NEXIUM C  
LITHIUM C  
DEPAKOTE C  
MAVIK C  
VANCENASE C  
ZANTAC C  
PREVACID C  
ARICEPT C  
VIOXX C  
UNSPECIFIED INGREDIENT C  
DIOVAN C  
UNSPECIFIED INGREDIENT C  
ANTIBIOTICS C  
CODEINE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5892239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2005 5892239 EXPEDITED (15-DAY) N DS HQWYE520119SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL SEE IMAGE  
Condition aggravated DIAZEPAM (DIAZEPAM) C  
Anxiety REMERON C  
Dizziness  
Dyspnoea  
Economic problem  
Fall  
Fatigue  
Hypoaesthesia  
Infection  
Injury  
Intentional self-injury  
Loss of employment  
Migraine  
Paradoxical drug reaction  
Paraesthesia  
Poor peripheral circulation  
Rash  
Scar  
Skin lesion  
Suicidal ideation  
Vision blurred  

Page: 1,379 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5688445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2005 5688445 EXPEDITED (15-DAY) Y DE,HO NL-
MERCK-0411NLD00049

73 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure fluctuation ZETIA S ORAL  MERCK
Consciousness fluctuating ROSUVASTATIN CALCIUM S ORAL  
Pyrexia VENLAFAXINE HYDROCHLORIDE S ORAL 152 DAY
Hyperkalaemia PANTOPRAZOLE SODIUM C ORAL  
Hypertonia NORFLOXACIN C ORAL  
Blood calcium decreased  
Hyponatraemia  
Neuroleptic malignant syndrome  
Platelet count decreased  
Rhabdomyolysis  
Tachycardia  
5887414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2005 5887414 EXPEDITED (15-DAY) Y DS 2005AC01351 23 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIIth nerve paralysis SEROQUEL S ORAL  ZENECA

EFFEXOR S ORAL  
EFFEXOR S ORAL  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5891341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2005 5891341 DIRECT Y OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S  WYETH
Abnormal behaviour  
Aggression  
Conduction disorder  
Crying  
Homicidal ideation  
Hostility  
Hypoaesthesia  
Nervous system disorder  
Pain in extremity  

Page: 1,381 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5891426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2005 5891426 DIRECT N DS,RI 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S ORAL 75 MG PER DAY PO  WYETH
Abnormal dreams  
Anxiety  
Arrhythmia  
Asthenia  
Condition aggravated  
Conduction disorder  
Confusional state  
Coordination abnormal  
Crying  
Depression  
Diabetes mellitus  
Dizziness  
Drug withdrawal syndrome  
Dry mouth  
Fatigue  
Headache  
Insomnia  
Nervous system disorder  
Pyrexia  
Somnolence  
Tremor  
Visual impairment  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5891902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2005 5891902 DIRECT Y OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S 75 MG/37.5MG  
Dyspnoea  
Palpitations  
5892309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2005 5892309 DIRECT N 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased RISPERDAL S  
Oedema peripheral VENLAFAXINE S  
5894030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2005 5894030 EXPEDITED (15-DAY) Y DE,HO DSA_27113_2005 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM S ORAL DF PO  
Overdose VENLAFAXINE S ORAL DF PO  
Respiratory arrest ACETAMINOPHEN

\HYDROCODONE
S ORAL DF PO  

Cardiac arrest  
5895506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2005 5895506 EXPEDITED (15-DAY) Y DE HQWYE602622SEP05 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL UNKNOWN

OVERDOSE AMOUNT,
ORAL

 

Overdose METHOCARBAMOL S ORAL UNKNOWN
OVERDOSE AMOUNT,
ORAL

 

Intentional product misuse  
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Detailed Report
4154174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2005 4154174 EXPEDITED (15-DAY) Y HO,DS DEWYE788128MAY04 50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angle closure glaucoma VENLAFAXINE HYDROCHLORIDE S ORAL ORAL; 75 MG 1X PER 1

DAY ORAL
1 DAY

Accommodation disorder  
Blindness  
Eye pain  
Post procedural complication  
Visual acuity reduced  
5862229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2005 5862229 EXPEDITED (15-DAY) Y DE HQWYE577627JUL05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S SEE IMAGE  
Feeling hot ACIPHEX C  
Miosis CELEBREX C  
Anger ALEVE C  
Agitation  
Completed suicide  
Drug dose omission  
Intentional product misuse  
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5895519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2005 5895519 EXPEDITED (15-DAY) Y DE HQWYE602522SEP05 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL UNKNOWN

OVERDOSE AMOUNT,
ORAL

 

Overdose ATIVAN S ORAL UNKNOWN
OVERDOSE AMOUNT,
ORAL

 

Depressed level of consciousness ATROPINE\DIPHENOXYLATE
HYDROCHLORIDE

S ORAL UNKNOWN
OVERDOSE AMOUNT,
ORAL

 

Miosis HYDROCODONE
(HYDROCODONE)

S ORAL UNKNOWN
OVERDOSE AMOUNT,
ORAL

 

Intentional product misuse  
Respiratory depression  
5895765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2005 5895765 EXPEDITED (15-DAY) Y DE HQWYE603022SEP05 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction EFFEXOR S ORAL ORAL  
Overdose ACETAMINOPHEN

\PROPOXYPHENE
HYDROCHLORIDE

S ORAL ORAL  

ZONISAMIDE S ORAL ORAL  
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5895972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Sep-2005 5895972 EXPEDITED (15-DAY) HO,OT NLWYE012128SEP05 52 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bradycardia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Fall  
Mydriasis  
Snoring  
Syncope  

5890039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2005 5890039 EXPEDITED (15-DAY) N OT CA-ROCHE-418778 73 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt NAPROSYN S UNKNOWN  ROCHE
Bradycardia VERAPAMIL HYDROCHLORIDE S UNKNOWN  
Blood pressure fluctuation EFFEXOR XR S UNKNOWN  

RAMIPRIL C  
SLOW-K C UNITS REPORTED AS

MILLIEQUIVALENTS
 

5894074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2005 5894074 EXPEDITED (15-DAY) Y DE DSA_70743_2005 57 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CLONIDINE S ORAL DF PO  
Overdose DILTIAZEM S ORAL DF PO  

VENLAFAXINE HYDROCHLORIDE S ORAL PO  
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5894082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2005 5894082 EXPEDITED (15-DAY) Y DE DSA_70723_2005 45 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest MORPHINE S  
Overdose ACETAMINOPHEN\CAFFEINE S ORAL DF PO  

VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
5895974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2005 5895974 EXPEDITED (15-DAY) N OT HQWYE604722SEP05 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL SEE IMAGE  
Abortion spontaneous  
Drug dose omission  
Drug withdrawal syndrome  
Ejaculation delayed  
Erectile dysfunction  
Paternal drugs affecting foetus  
Pregnancy of partner  
5896621FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2005 5896621 EXPEDITED (15-DAY) Y HO FRWYE002623SEP05 54 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory acidosis EFFEXOR S ORAL 150 MG DAILY ORAL  
Somnolence ALPRAZOLAM S ORAL 2 G 1X PER 1 DAY

ORAL
 

Hypoventilation LEVOMEPROMAZINE S ORAL 200 MG 1X PER 1 DAY
ORAL

 

Hyporeflexia ZOLPIDEM TARTRATE S ORAL 2 TABLET 1X PER 1
DAY ORAL

 

Dyspnoea  
Orthopnoea  

Page: 1,387 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5896940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2005 5896940 EXPEDITED (15-DAY) Y DE DSA_27121_2005 57 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM S ORAL DF PO  
Intentional product misuse CLONIDINE S ORAL DF PO  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  

5890828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2005 5890828 EXPEDITED (15-DAY) Y HO FR-SANOFI-
SYNTHELABO-
A02200502477

54 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory acidosis STILNOX S ORAL 20 mg  
Somnolence LEVOMEPROMAZINE S ORAL 200 mg  

ALPRAZOLAM S ORAL 4 mg  
EFFEXOR S ORAL 150 mg  

5895108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2005 5895108 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 37.5 QD PO 2 WEEK
Irritability EFFEXOR XR S ORAL 37.5 BID PO 3 WEEK
Drug ineffective YASMINE C  
Crying  
Depression  
Drug withdrawal syndrome  
Headache  
Insomnia  
Vertigo  
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5896671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2005 5896671 EXPEDITED (15-DAY) Y DE DSA_27147_2005 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose LORAZEPAM S ORAL DF UNK PO  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL DF UNK PO  
Intentional product misuse ZOLPIDEM S ORAL DR UNK PO  
5896688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2005 5896688 EXPEDITED (15-DAY) Y DE DSA_27146_2005 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose LORAZEPAM S ORAL DF UNK PO  
Depressed level of consciousness VENLAFAXINE HYDROCHLORIDE S ORAL DF UNK PO  
Miosis ATROPINE\DIPHENOXYLATE S ORAL DF UNK PO  
Respiration abnormal HYDROCODONE S ORAL DF UNK PO  
5904175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2005 5904175 EXPEDITED (15-DAY) Y HO FRWYE009327SEP05 59 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 50 MG 3X PER 1 DAY,

ORAL
60 DAY

Convulsion ACETAMINOPHEN\TRAMADOL
HYDROCHLORIDE

S OPHTHALMIC ORAL  

Joint dislocation IKARAN (DIHYDROERGOTAMINE
MESILATE)

C  

TRIVASTAL (PIRIBEDIL) C  
ACTIVELLA C  
TENSTATEN (CICLETANINE) C  
NEXIUM C  
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5726334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2005 5726334 EXPEDITED (15-DAY) N HO,OT 2005014440 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuropathy peripheral NEURONTIN S  
Pain in extremity EFFEXOR S  
Drug ineffective PERCOCET S  
Cardiac failure congestive UNSPECIFIED INGREDIENT S INTRAVENOUS INTRAVENOUS  
Drug interaction UNSPECIFIED INGREDIENT C  
5886692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2005 5886692 EXPEDITED (15-DAY) Y HO CHWYE990119SEP05 85 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
General physical health deterioration EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
12 DAY

Drug intolerance CO-DAFALGAN C  
Condition aggravated LEXOTANIL (BROMAZEPAM) C  
Renal failure acute METOPROLOL SUCCINATE C  
Occult blood AMLODIPINE C  
Gait disturbance ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Asthenia  
Dehydration  
Helicobacter test positive  
Oesophageal achalasia  
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5897219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2005 5897219 DIRECT Y HO,LT,RI 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE S ACUTE OVERDOSE  
Overdose CLONAZEPAM S ACUTE OVERDOSE  
Aggression  
Agitation  
Anion gap decreased  
Anion gap increased  
Blood pressure decreased  
Hallucination  
Heart rate increased  
Hyperreflexia  
Lethargy  
Muscle rigidity  
5897634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2005 5897634 DIRECT Y HO 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure WELLBUTRIN SR S ORAL 100 MG, 10 CAPS X 1

PO
 

Overdose EFFEXOR XR S ORAL 10 CAPS X 1 PO  
Intentional product misuse NALTREXONE C  
Musculoskeletal stiffness TIAGABINE HYDROCHLORIDE C  
5897972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2005 5897972 EXPEDITED (15-DAY) Y DE DSA_70814_2005 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose METHADONE S ORAL DF PO  
Respiratory arrest VENLAFAXINE S ORAL DF PO  
Cardiac arrest  
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5899638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2005 5899638 EXPEDITED (15-DAY) Y OT HQWYE687127SEP05 31 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL 300 MG DAILY

(OVERDOSE AMOUNT)
 

Confusional state  
Depression  
Drug ineffective  
Feeling abnormal  
Flat affect  
Overdose  
Suicidal ideation  
5901974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2005 5901974 EXPEDITED (15-DAY) Y DE DSA_70821-2005 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest METHADONE HYDROCHLORIDE S ORAL DF, PO  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL DF, PO  
Overdose DIAZEPAM S ORAL DF, PO  
5902014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2005 5902014 EXPEDITED (15-DAY) Y DE DSA_70815_2005 19 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHADONE HYDROCHLORIDE S ORAL DF , PO  
Overdose VENLAFAXINE HYDROCHLORIDE S  
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5892250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5892250 EXPEDITED (15-DAY) Y OT 2005SE05419 Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation NEXIUM S  ASTRAZENECA
Aggression PROMETHAZINE S  

EFFEXOR S  
5892530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5892530 EXPEDITED (15-DAY) N HO,DS,OT 2005119630 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident VIAGRA S  
Chest crushing EFFEXOR S  
Rib fracture VOLTAREN C  
Arthritis bacterial  
Blood pressure fluctuation  
Dyssomnia  
Joint dislocation  
Lung infection  
Mania  
Pain  
Post-traumatic stress disorder  
Sinus congestion  
Traumatic lung injury  
Weight decreased  
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Detailed Report
5897123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5897123 EXPEDITED (15-DAY) Y OT HQWYE614923SEP05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Chest pain QUINAPRIL HYDROCHLORIDE S ORAL 10 MG 1X PER 1 DAY,
ORAL

 

Blood pressure increased  
Drug interaction  
Dyspnoea  
5897368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5897368 EXPEDITED (15-DAY) N OT HQWYE634826SEP05 43 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL; 150 MG 1X PER
1 DAY ORAL; 225 MG
1X PER 1 DAY ORAL

 

Obsessive-compulsive disorder WARFARIN SODIUM C  
Fall SOMAC

(PANTOPRAZOLE)
C  

Unevaluable event PERMAX C  
Drug ineffective VITAMINS NOS C  
Accident  
Eye movement disorder  
Impaired driving ability  
Somnolence  
5898523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5898523 EXPEDITED (15-DAY) Y DE PAR_0305_2005 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHOCARBAMOL S ORAL DF  PO  
Overdose VENLAFAXINE S ORAL DF, PO  
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5898902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5898902 EXPEDITED (15-DAY) Y DE PAR_0212_2005 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BENZTROPINE MESYLATE S ORAL DF UNK PO  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL DF UNK PO  

QUETIAPINE S ORAL DF UNK PO  
5900555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5900555 EXPEDITED (15-DAY) Y DE AND_0087_2005 33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide MIRTAZAPINE S ORAL DF UNK PO  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL DF UNK PO  

GLYBURIDE S ORAL DF UNK PO  
5900611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5900611 EXPEDITED (15-DAY) Y DE PAR_0246_2005 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DIAZEPAM S ORAL DF UNK PO  
Respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL DF UNK PO  
Cardiac arrest METHADONE HYDROCHLORIDE S ORAL DF UNK PO  
Overdose  
5901236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5901236 EXPEDITED (15-DAY) Y DE PAR_0280_2005 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide GLIPIZIDE S ORAL DF UNK PO  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL DF UNK PO  
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5901520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5901520 EXPEDITED (15-DAY) N HO HQWYE702428SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S  
Family stress  
Nonspecific reaction  
Product quality issue  
5901521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5901521 EXPEDITED (15-DAY) N OT HQWYE646401AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S  
Anorgasmia  
Drug dependence  
Drug withdrawal syndrome  
Feeling abnormal  
Hypoaesthesia  
Loss of libido  
Muscle spasms  
Paraesthesia  
Treatment noncompliance  
Weight fluctuation  
5901906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5901906 EXPEDITED (15-DAY) Y DE PAR_0344_2005 29 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VERAPAMIL HYDROCHLORIDE S ORAL DF PO  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
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5901944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5901944 EXPEDITED (15-DAY) Y DE AND_0073_2005 57 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM S DF  
Overdose CLONIDINE S  

VENLAFAXINE S DF  
5902022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5902022 EXPEDITED (15-DAY) Y DE AND_0192_2005 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction PROPOXYPHENE

HYDROCHLORIDE AND
ACETAMINOPHEN

S DF  

Overdose VENLAFAXINE HYDROCHLORIDE S DF  
ZONISAMIDE S DF  

5903304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5903304 DIRECT N DS 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ONE PER DAY  WYETH AYERST
Decreased appetite  
Feeling abnormal  
Impaired work ability  
Malaise  

Page: 1,397 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 
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5903947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2005 5903947 EXPEDITED (15-DAY) Y DE PAR_0260_2005 39 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose ATROPINE SULFATE

\DIPHENOXYLATE
S ORAL DF PO  

Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
Loss of consciousness LORAZEPAM S ORAL DF PO  
Miosis  
Respiratory disorder  

5782121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2005 5782121 EXPEDITED (15-DAY) Y DE GBWYE575511APR05 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death EFFEXOR XR S ORAL 225 MG ORAL; 50 MG  

SULPIRIDE S 200  
INSULIN NOS C  

5832258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2005 5832258 EXPEDITED (15-DAY) Y OT FRWYE762721JUN05 63 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR S ORAL 50 MG 2X PER 1 DAY;

ORAL
 

Gamma-glutamyltransferase increased EFFEXOR S ORAL ORAL  
Abdominal pain upper PROSCAR S ORAL ORAL  
Blood alkaline phosphatase increased DEPAKENE S 100 MG 1X PER 1 DAY;

ORAL
 

DEPAKENE S ORAL ORAL  
EZETIMIBE S ORAL ORAL  
DILTIAZEM HYDROCHLORIDE C  
ASPIRIN LYSINE C  
JOSIR (TAMSULOSIN
HYDROCHLORIDE)

C  
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5881158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2005 5881158 EXPEDITED (15-DAY) Y DE,HO US-
JNJFOC-20050902612

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN S ORAL  
Intentional product misuse ACETAMINOPHEN S ORAL  
Status epilepticus DIPHENHYDRAMINE S ORAL  
Coma ASPIRIN S ORAL  
Vomiting VENLAFAXINE S ORAL  
Overdose ALCOHOL S ORAL  
Loss of consciousness  
5893584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2005 5893584 EXPEDITED (15-DAY) N DE US-
GLAXOSMITHKLINE-
B0395870A

49 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LAMOTRIGINE S ORAL  GLAXOSMITHKLINE

VENLAFAXINE HYDROCHLORIDE S ORAL  
QUETIAPINE S ORAL  
UNSPECIFIED INGREDIENT S UNKNOWN  

5897363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2005 5897363 EXPEDITED (15-DAY) Y HO FRWYE011027SEP05 39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ammonia increased EFFEXOR S ORAL 2 UNITS DAILY ORAL  
Condition aggravated SPECIAFOLDINE (FOLIC ACID) C  

CLONAZEPAM C  
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5903299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Oct-2005 5903299 EXPEDITED (15-DAY) N DS HQWYE739329SEP05 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S I REDUCED THE

AMOUNT BY APROX
30 MG UNTIL
EFFEXOR XR  WAS
GONE

 

Brain injury  
Convulsion  
Depression  
Drug ineffective  
Economic problem  
Emotional disorder  

5886641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5886641 EXPEDITED (15-DAY) Y LT,OT FRWYE985316SEP05 94 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia EFFEXOR S ORAL 50 MG 1X PER 1 DAY,

ORAL
 

Rectal haemorrhage ASPEGIC S ORAL 100 MG 1X PER 1 DAY,
ORAL

 

Haematoma COUMADIN S ORAL 2 MG 1X PER 1 DAY,
ORAL

 

Pelvic haematoma INNOHEP S SUBCUTANEOUS 14.000 IU, SC  
5888342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5888342 EXPEDITED (15-DAY) Y OT GBWYE988819SEP05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholestasis EFFEXOR S  
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5897353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5897353 EXPEDITED (15-DAY) Y OT NLWYE008026SEP05 57 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL SEE IMAGE 77 DAY
Drug dependence MIDAZOLAM C  
Overdose  
5899544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5899544 DIRECT N OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event EFFEXOR S  WYETH
5904854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5904854 EXPEDITED (15-DAY) Y HO GRWYE033806OCT05 58 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Interstitial lung disease EFFEXOR XR S ORAL SEE IMAGE, ORAL  

RISPERDAL C  
NEURONTIN C  

5904872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5904872 EXPEDITED (15-DAY) Y OT HQWYE802203OCT05 40 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S "2X50MG"  
Orthostatic hypotension  
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Detailed Report
5904888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5904888 EXPEDITED (15-DAY) Y HO GBWYE027704OCT05 86 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Cyanosis ENTACAPONE S ORAL ORAL  
Urinary retention TRIHEXYPHENIDYL

HYDROCHLORIDE
C  

Bradycardia SENNA C  
TEMAZEPAM C  
LANSOPRAZOLE
(LANSOPRAZOLE)

C  

ASPIRIN (ACETYLSALICYLIC
ACID)

C  

ACETAMINOPHEN C  
HYDROXYZINE C  
CO-CARELDOPA (CARBIDOPA/
LEVODOPA)

C  

5905051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5905051 DIRECT N DS,OT,RI 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion VENLAFAXINE HYDROCHLORIDE S ORAL ORAL PILL DAILY 2 YR
Drug dose omission  
Economic problem  
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5905059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5905059 EXPEDITED (15-DAY) OT HQWYE822504OCT05 35 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL "TRY GOING OFF" ,

ORAL
 

Aggression  
Agitation  
Anger  
Drug dependence  
Drug withdrawal syndrome  
Homicidal ideation  
Physical assault  
Suicide attempt  
5905468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5905468 EXPEDITED (15-DAY) Y DS HQWYE764530SEP05 39 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
151 DAY

Tunnel vision PANADEINE FORTE (CODEINE
PHOSPHATE/PARACETAMOL)

C  

Tinnitus  
5905618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5905618 EXPEDITED (15-DAY) Y OT GBWYE009727SEP05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Repetitive speech EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
6 DAY
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5905652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5905652 EXPEDITED (15-DAY) Y OT GBWYE940230AUG05 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S ORAL SEE IMAGE  
Maternal exposure during pregnancy  
Pregnancy  
5905886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5905886 EXPEDITED (15-DAY) N OT HQWYE813604OCT05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia oral EFFEXOR S SEE IMAGE  
Abnormal dreams  
Dizziness  
Drug withdrawal syndrome  
Hypoaesthesia  
Loss of employment  
Unevaluable event  
5906071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2005 5906071 EXPEDITED (15-DAY) N DS,OT HQWYE765730SEP05 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 150 MG 1X
OER 1 DAY, ORAL

 

Homicidal ideation ZOLOFT C  
Anger  
Confusional state  
Disorientation  
Nightmare  
Night sweats  
Road traffic accident  
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5897556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2005 5897556 EXPEDITED (15-DAY) Y DE US-BRISTOL-MYERS
SQUIBB
COMPANY-13138433

39 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ARIPIPRAZOLE S ORAL  
Intentional product misuse AMITRIPTYLINE S  
Overdose VENLAFAXINE HYDROCHLORIDE S  
5904447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2005 5904447 EXPEDITED (15-DAY) Y HO,OT HQWYE946210OCT05 54 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
841 DAY

Amnesia OMEGA 3 (FISH OIL) C  
Akathisia NEURONTIN C  
Agitation  
Mania  
Nightmare  
Tremor  
5904462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2005 5904462 EXPEDITED (15-DAY) Y HO,OT HQWYE935010OCT05 55 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR S ORAL 75MG , ORAL  
Tardive dyskinesia CLOZARIL S ORAL SEE IMAGE  
Neutrophilia QUETIAPINE FUMARATE S ORAL 100 MG, ORAL  
Vomiting VALIUM S  
Diarrhoea  
Hepatic enzyme increased  
Leukocytosis  
Treatment noncompliance  
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5905595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2005 5905595 EXPEDITED (15-DAY) Y OT HQWYE812103OCT05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S  
5906424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2005 5906424 EXPEDITED (15-DAY) Y DS GBWYE995621SEP05 5 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tinnitus EFFEXOR S ORAL 150 MG 80 DAY

CITALOPRAM C  
PROGYNOVA (ESTRADIOL
VALERATE)

C  

5906648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2005 5906648 EXPEDITED (15-DAY) Y LT,OT DEWYE035206OCT05 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Overdose ALCOHOL S APPROXIMATELY 1

BOTTLE OF RED WINE
1 DAY

Suicide attempt PRAVASTATIN C  
Athetosis  
Blood alcohol increased  
Complex partial seizures  
Loss of consciousness  
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5904847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2005 5904847 EXPEDITED (15-DAY) Y HO,LT HQWYE938110OCT05 51 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL SEE IMAGE  
Clonus MOCLOBEMIDE S ORAL TWO OR THREE

300MG TABLETS ORAL
1 DAY

Circulatory collapse  
Hypoxia  
5904851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2005 5904851 EXPEDITED (15-DAY) Y DE HQWYE944110OCT05 32 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR S ORAL SEE IMAGE  
Completed suicide ALCOHOL S ORAL "A BOTTLE OF VODKA"

ORAL
 

Delirium SEROQUEL S ORAL ORAL  
Aspiration  
Fall  
Hallucination, auditory  
Overdose  
5906974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2005 5906974 EXPEDITED (15-DAY) Y DE IMP_0928_2005 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose BUPROPION S ORAL DF, PO  
Completed suicide VENLAFAXINE HYDROCHLORIDE S DF  

CLONAZEPAM S DF  
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6024897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2005 6024897 EXPEDITED (15-DAY) Y DE IMP_0929_2005 45 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUPROPION HYDROCHLORIDE S ORAL DF, PO  

VENLAFAXINE HYDROCHLORIDE S DF  
ZOPICLONE S INHALATION DF, IH  

6048354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2005 6048354 EXPEDITED (15-DAY) Y HO HQWYE934110OCT05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL ORAL  
Aggression ALCOHOL S ORAL 1 BOTTLE OF PORT

ORAL
 

Hallucination, auditory TEMAZEPAM S 4 TABLET 1X PER 1
DAY

 

Intentional self-injury  
Psychotic disorder  

5899626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2005 5899626 EXPEDITED (15-DAY) Y DS GBWYE017229SEP05 55 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 150 MG, ORAL  
Parkinson's disease  
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5903620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2005 5903620 EXPEDITED (15-DAY) Y HO,OT FRWYE025804OCT05 61 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE  
Hyperthyroidism VALPROATE SODIUM S ORAL 37.5 MG DAILY, ORAL  
Blood thyroid stimulating hormone decreased AMITRIPTYLINE

HYDROCHLORIDE
S ORAL DAILY DOSE, ORAL  

LEVOTHYROXINE SODIUM S ORAL SEE IMAGE  
OXAZEPAM S ORAL 50 MG 1X PER 1 DAY,

ORAL
 

CYAMEMAZINE S ORAL 15 MG 1X PER 1 DAY,
ORAL

32 DAY

TAMOXIGEN (TAMOXIFEN) C  
PIRACETAM (PIRACETAM) C  
LOSARTAN POTASSIUM C  
VALPROMIDE (VALPROMIDE) C  
ZOLPIDEM TARTRATE C  

5906454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2005 5906454 EXPEDITED (15-DAY) Y OT GBWYE032805OCT05 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S  
Epilepsy CLOZARIL S ORAL ORAL  
Fall MIRTAZAPINE C  
Condition aggravated  
Disorientation  
Drug interaction  
Drug level increased  
Sleep disorder  
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5909564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2005 5909564 EXPEDITED (15-DAY) N OT HQWYE839005OCT05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Nausea DURAGESIC C  
Generalised tonic-clonic seizure CLONAZEPAM C  
Suicidal ideation CENESTIN C  
Nervousness FOLIC ACID C  
Nightmare ONE-A-DAY C  
Coordination abnormal RANITIDINE C  
Tinnitus TEGRETOL C  
Emotional disorder VICODIN C  
Crying BACLOFEN C  
Agitation  
Anxiety  
Confusional state  
Drug withdrawal syndrome  
Fall  
Fatigue  
Head injury  
Insomnia  
Memory impairment  
Mood altered  
Thinking abnormal  
Treatment noncompliance  
Tremor  
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5922280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Oct-2005 5922280 NON-EXPEDITED Y 2005SP001726 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective LUNESTA S ORAL 3 MG;HS;ORAL  
Middle insomnia EFFEXOR S ORAL 37.5 MG;QD;ORAL ; 75

MG;QD;ORAL ; 37.5
MG;QD;ORAL

 

Dysgeusia  
Parosmia  
Skin odour abnormal  
Somnolence  
Thinking abnormal  
Tongue discolouration  
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5854890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5854890 EXPEDITED (15-DAY) Y DE PHRM2005FR00813 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancytopenia ZOMETA S INTRAVENOUS 4 mg, ONCE/SINGLE 366 DAY NOVARTIS
Thrombocytopenia ACENOCOUMAROL S ORAL 1 mg/day 4320 MIN
Red blood cell count decreased ACENOCOUMAROL S ORAL 2 mg/day 5760 MIN
Pseudomonal sepsis DEXAMETHASONE

\DOXORUBICIN\DOXORUBICIN
HYDROCHLORIDE\VINCRISTINE
SULFATE

S INTRAVENOUS 30 mg/day 1440 MIN

White blood cell count decreased MORPHINE SULFATE S ORAL 5 mg/day 17280 MIN
Neutrophil count decreased DEXAMETHASONE S ORAL 40 mg/day 17280 MIN
Lung infection THALIDOMIDE S ORAL 200 mg/day 5760 MIN
Pyrexia THALIDOMIDE S ORAL 100 mg/day 1440 MIN
Coma SOLU-MEDROL S ORAL 20 mg/day 379 DAY
General physical health deterioration LEVOTHYROX S ORAL 75 Âµg on even days,

100 mg on odd days
 

EFFEXOR S ORAL 37.5 mg/day 379 DAY
LORAZEPAM S ORAL 0.5 mg/day 380 DAY
DIFFU K S ORAL 1200 mg/day  
FOLIC ACID S ORAL 1 tab/day  
PARIET S ORAL 1 tab/day 379 DAY
MAGNESIUM LACTATE
TRIHYDRATE\PYRIDOXINE
HYDROCHLORIDE

S ORAL  

PRIMPERAN S ORAL 30 mg/day 4320 MIN
PRIMPERAN S ORAL 30 mg, PRN 2880 MIN
MORPHINE SULFATE S ORAL 10 mg, PRN 1440 MIN
DURAGESIC S TRANSDERMAL 25 ug, QH 1440 MIN
FUROSEMIDE S ORAL 100 mg/day 2880 MIN
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5879636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5879636 NON-EXPEDITED Y DE US-
JNJFOC-20050901989

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ULTRAM S ORAL ORAL  
Intentional product misuse VENLAFAXINE S ORAL ORAL  
Rhabdomyolysis METHAMPHETAMINE

(METAMFETAMINE)
S ORAL ORAL  

Renal failure  
Transaminases  
Ventricular arrhythmia  
5901961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5901961 EXPEDITED (15-DAY) Y DE US-BRISTOL-MYERS
SQUIBB
COMPANY-13138623

45 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose ACETAMINOPHEN\ASPIRIN

\CAFFEINE
S  BRISTOL MYERS SQUIBB

MORPHINE S  
VENLAFAXINE HYDROCHLORIDE S  

5904659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5904659 EXPEDITED (15-DAY) Y HO,DS CHWYE865328JUL05 39 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
1 DAY

Burning sensation LEXOTANIL (BROMAZEPAM) C  
Condition aggravated  
Thirst  
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5908754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5908754 EXPEDITED (15-DAY) Y HO,OT HQWYE947610OCT05 62 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain oedema EFFEXOR S ORAL "38 MG" DAILY, ORAL 5 DAY
Depressed level of consciousness CHLORTHALIDONE S ORAL 25 MG 1X PER 1 DAY,

ORAL
 

Hyponatraemia ATENOLOL (ATENOLOL) C  
ZOPICLONE C  
SLOW-K C  
XALANTAN (LANTANOPROST) C  
DIAZEPAM (DIAZEPAM) C  

5908845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5908845 EXPEDITED (15-DAY) Y OT HQWYE947910OCT05 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary oedema EFFEXOR S ORAL "37 MG" DAILY, ORAL  
Tachycardia CARVEDILOL S ORAL 3.3 MG 1X PER 1 DAY,

ORAL
 

Feeling cold  
Feeling hot  
Throat tightness  
5909000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5909000 EXPEDITED (15-DAY) Y DE,OT 12610 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM S  
Overdose VENLAFAXINE HYDROCHLORIDE S  

ACETAMINOPHEN W/
HYDROCODONE

S  
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5909014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5909014 EXPEDITED (15-DAY) Y DE,OT 12621 57 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM S  
Overdose CLONIDINE S  

VENLAFAXINE HYDROCHLORIDE S  
5909293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5909293 EXPEDITED (15-DAY) Y DE B0395826A 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN SR S ORAL ORAL  
Overdose VENLAFAXINE HYDROCHLORIDE S  

CLONAZEPAM S  
UNSPECIFIED INGREDIENT S  

5909315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5909315 EXPEDITED (15-DAY) Y DE B0395830A 45 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN SR S ORAL ORAL  
Overdose VENLAFAXINE HYDROCHLORIDE S  

ZOPICLONE S  
UNSPECIFIED INGREDIENT S  

5909514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5909514 EXPEDITED (15-DAY) Y DE B0395836A 63 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN SR S UNKNOWN UNKNOWN  

AMLODIPINE BESYLATE S ORAL UNKNOWN/ORAL  
VENLAFAXINE HYDROCHLORIDE S UNKNOWN UNKNOWN  
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5909725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5909725 EXPEDITED (15-DAY) Y OT 12587 45 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose MORPHINE S  
Toxicity to various agents ACETAMINOPHEN, ASPIRIN AND

CAFFEINE
S  

VENLAFAXINE HYDROCHLORIDE S  
5910913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2005 5910913 EXPEDITED (15-DAY) Y DE B0395870A 49 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LAMOTRIGINE (LAMOTRIGINE) S ORAL ORAL  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

QUETIAPINE FUMARATE S ORAL ORAL  

5679785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5679785 EXPEDITED (15-DAY) Y OT GBWYE986519AUG04 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intestinal polyp EFFEXOR XR S ORAL 75MG FREQUENCY  
Maternal exposure during pregnancy  
5889860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5889860 EXPEDITED (15-DAY) Y HO HQWYE498715SEP05 82 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Fall ASPIRIN S  
Subdural haematoma BUPROPION HYDROCHLORIDE C  
Gait disturbance GEMFIBROZIL C  
Condition aggravated FOLIC ACID C  
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5903466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5903466 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20051002544

Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt DURAGESIC S TRANSDERMAL  
Convulsion VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Suicidal ideation ZOLOFT S UNKNOWN  

ALCOHOL S ORAL 1/2 bottle.  
5908324FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5908324 EXPEDITED (15-DAY) HO,OT CHWYE050712OCT05 72 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash maculo-papular EFFEXOR S ORAL 75 MX 1X PER 1 DAY 23 DAY
Dermatitis allergic FLUPENTIXOL C  
Pruritus DIPIPERON (PIPAMPERONE) C  

ASPIRIN C  
METOPROLOL SUCCINATE C  

5908327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5908327 EXPEDITED (15-DAY) Y OT HQWYE934010OCT05 61 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness EFFEXOR XR S ORAL 31 DAY
Vertigo AVAPRO C  
Orthostatic hypotension TAZAC (NIZATIDINE) C  
Photophobia  
Visual impairment  
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5908332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5908332 EXPEDITED (15-DAY) Y HO HQWYE950710OCT05 28 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 37.5 MG 1X PER 1 DAY  
Psychotic disorder UNSPECIFIED INGREDIENT C  
Homicidal ideation  
Mania  
5908335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5908335 EXPEDITED (15-DAY) Y DS HQWYE944410OCT05 27 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  
Stress CELEBREX S ORAL 200 MG 2X PER 1 DAY  
Affect lability  
Crying  
Drug effect decreased  
Emotional disorder  
Panic attack  
Tremor  
5908357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5908357 EXPEDITED (15-DAY) Y DS HQWYE944910OCT05 23 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY  
Myoclonus  
Weight increased  
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5909819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2005 5909819 EXPEDITED (15-DAY) Y HO 2005AL003884 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperthyroidism SERAX S ORAL 50 MG; QD; PO  ALPHAPHARM
Convulsion EFFEXOR XR S ORAL 75 MG;QD; PO; 37.5

MG; QD; PO
 

VALPROMIDE S ORAL PO  
AMITRIPTYLINE S ORAL 25 MG; QD; PO  
LEVOTHYROX S ORAL 100 UG; QD; PO; 75

UG; QD; PO
 

CYAMEMAZINE S ORAL 15 MG; QD; PO  
TAMOXIFEN C  
PIRACETAM C  
LOSARTAN POTASSIUM C  
VALPROMIDE C  
ZOLPIDEM C  
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5895811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2005 5895811 EXPEDITED (15-DAY) Y HO FRWYE001623SEP05 81 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration EFFEXOR S ORAL 2 DOSE 1X PER 1 DAY

ORAL
 

Orthostatic hypotension LASILIX (FUROSEMIDE) S ORAL 20  MG 2X PER 1 DAY
ORAL

54 DAY

General physical health deterioration REMINYL S ORAL 12 MG 2X PER 1 DAY
ORAL

98 DAY

Liver function test abnormal RISPERDAL S ORAL 0.5 MG 1X PER 1 DAY
ORAL

98 DAY

White blood cell count increased EBIXA (MEMANTINE
HYDROCHLORIDE)

C  

Fall RAMIPRIL C  
Amylase increased MOPRAL (OMEPRAZOLE) C  
Asthenia PLAVIX C  
Renal failure ARCALION (BISBUTIAMINE) C  
Condition aggravated DI-ANTALVIC

(DEXTROPOPROXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

Abulia  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood bilirubin increased  
Blood sodium increased  
Gamma-glutamyltransferase increased  
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5908650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2005 5908650 DIRECT N LT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension EFFEXOR S ORAL 1/X DAY    PO 2 WEEK
Coordination abnormal REQUIP S ORAL 1X/DAY    PO 6 WEEK
Body temperature decreased  
Heart rate increased  
Hyperhidrosis  
5909834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2005 5909834 EXPEDITED (15-DAY) Y DS HQWYE943010OCT05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Depression  
Disorientation  
Hyperhidrosis  
Mood swings  
5909847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2005 5909847 EXPEDITED (15-DAY) Y HO HQWYE948910OCT05 49 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paranoia EFFEXOR XR S ORAL 225 MG, ORAL  
Drug interaction NORTRIPTYLINE

HYDROCHLORIDE
S ORAL 175 MG, ORAL  

Toxic encephalopathy GABAPENTIN (GABAPENTIN) C  
AMANTADINE C  
COPAXONE C  
LAMOTRIGINE (LAMOTRIGINE) C  
METHYSERGIDE
(METHYSERGIDE)

C  
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5910211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2005 5910211 EXPEDITED (15-DAY) Y DS GBWYE994821SEP05 64 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG , ORAL  
Dyskinesia EFFEXOR S ORAL 37.5 MG, ORAL 32 DAY
Energy increased  
Excoriation  
Gingival pain  
Restlessness  
Sleep disorder  
5910300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2005 5910300 EXPEDITED (15-DAY) Y HO,OT HQWYE950510OCT05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL ORAL  
Condition aggravated PROZAC S ORAL ORAL  
Depression  
Disturbance in attention  
Dysphoria  
Insomnia  
Panic reaction  
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5890477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2005 5890477 EXPEDITED (15-DAY) Y OT GBWYE845620JUL05 57 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea EFFEXOR XR S UNKNOWN SEE IMAGE  
Confusional state DIAZEPAM (DIAZEPAM) C  
Nightmare UNSPECIFIED INGREDIENT C  
Anxiety MORPHINE SULFATE C  
Panic attack MORPHINE SULFATE C  
Agitation  
Hepatocellular injury  
Serotonin syndrome  
Speech disorder  
5905337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2005 5905337 EXPEDITED (15-DAY) Y OT GB-
JNJFOC-20051002358

36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous RISPERIDONE S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
AMITRIPTYLINE S UNKNOWN 75 mg NOCTE  

5905344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2005 5905344 EXPEDITED (15-DAY) Y CA GB-
JNJFOC-20051004049

36 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital anomaly RISPERIDONE S TRANSPLACENTAL  

VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  
AMITRIPTYLINE S TRANSPLACENTAL AT NOCTE  
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5905541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2005 5905541 EXPEDITED (15-DAY) DE US-
ABBOTT-05P-163-03138
86-00

62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROCODONE/

ACETAMINOPHEN
S Not reported  

Cardio-respiratory arrest DILTIAZEM S Not reported  
VENLAFAXINE HYDROCHLORIDE S Not reported  

5914326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2005 5914326 EXPEDITED (15-DAY) Y HO,OT HQWYE947710OCT05 29 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S SEE IMAGE  
Neuroleptic malignant syndrome QUETIAPINE FUMARATE S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Rhabdomyolysis ZOLPIDEM TARTRATE S ORAL ORAL  
VALPROATE SODIUM
(VALPROATE SODIUM)

S ORAL SEE IMAGE  

PROMETHAZINE
HYDROCHLORIDE

S  

ACETAMINOPHEN C  
SANDOMIGRAN (PIZOTIFEN
MALEATE0

C  

MERSYNDOL (CODEINE
PHOSPHATE/DOXYLAMINE
SUCCINATE/PARACETAMOL)

C  

DIAZEPAM (DIAZEPAM) C  
SALBUTAMOL (SALBUTAMOL) C  
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5916492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2005 5916492 EXPEDITED (15-DAY) Y HO FRWYE057914OCT05 93 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subdural haemorrhage VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

General physical health deterioration ACEPROMAZINE MALEATE
\MEPROBAMATE

S ORAL 410 MG DAILY ORAL  

Fall DILTIAZEM HYDROCHLORIDE S ORAL 200 MG 1X PER 1 DAY
ORAL

 

Head injury NITROGLYCERIN S ORAL 0N DEMAND ORAL  
Blood potassium increased XANAX S ORAL 0.5 MG 2X PER 1 DAY

ORAL
 

Atrioventricular block first degree  
Creatinine renal clearance decreased  
Heart rate decreased  
Hyponatraemia  
Nodal rhythm  
5916499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2005 5916499 EXPEDITED (15-DAY) Y OT HQWYE986513OCT05 68 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
371 DAY

Serotonin syndrome TRAMADOL HYDROCHLORIDE S ORAL 200 MG 1X PER 1 DAY
ORAL

2 DAY

Balance disorder  
Pruritus  
Somnolence  
Urticaria  
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5906419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2005 5906419 EXPEDITED (15-DAY) Y OT GBWYE042110OCT05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medical device complication EFFEXOR S  
5915060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2005 5915060 EXPEDITED (15-DAY) N USA020617443 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation irregular ZYPREXA S 5 MG/DAY 2 YR
Fluid retention EFFEXOR XR S  
Menorrhagia  
Swelling face  
5915914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2005 5915914 EXPEDITED (15-DAY) Y DE 051017-0001006 17 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHAMPHETAMINE

HYDROCHLORIDE
S ORAL PO  

Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL PO  
TRAMADOL HYDROCHLORIDE S ORAL PO  

5916074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2005 5916074 EXPEDITED (15-DAY) Y OT GBWYE054113OCT05 45 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
73 DAY

Speech disorder RISPERIDONE (RISPERIDONE) C  
Agitation  
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5916076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2005 5916076 EXPEDITED (15-DAY) Y OT GBWYE058817OCT05 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  
Energy increased  
Sleep disorder  
5916505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2005 5916505 EXPEDITED (15-DAY) Y HO HQWYE947410OCT05 76 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

ORAL
 

Confusional state MIRTAZAPINE S ORAL ORAL  
Haematemesis WARFARIN SODIUM S ORAL ORAL  
Hallucination OMEPRAZOLE C  
Melaena CALTRATE 600 (CALCIUM

CARBONATE)
C  

Somnolence FOLIC ACID C  
Vomiting MIXTARD HUMAN 70/30 C  
Agitation AMLODIPINE C  

ACTILAX (BRAN/FIG/SENNOSIDE
A&B)

C  

OSTELIN (ERGOCALCIFEROL) C  
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5881177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2005 5881177 EXPEDITED (15-DAY) Y HO GBWYE960907SEP05 61 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR S ORAL SEE IMAGE  
Contusion CANDESARTAN (CANDESARTAN) C  
Petit mal epilepsy ATORVASTATIN

(ATORVASTATIN)
C  

Fall SECURON (VERAPAMIL
HYDROCHLORIDE)

C  

Loss of consciousness ASPIRIN (ACETYLSALICYLIC
ACID)

C  

Condition aggravated SERETIDE (SALMETEROL/
FLUTICASONE)

C  

BECODISK (BECLOMETASONE
DIPROPIONATE)

C  

5902135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2005 5902135 EXPEDITED (15-DAY) Y DE AND_0210_2005 62 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest ACETAMINOPHEN

\HYDROCODONE
S ORAL DF UNK PO  

Completed suicide DILTIAZEM HYDROCHLORIDE S ORAL DF UNK PO  
Overdose VENLAFAXINE HYDROCHLORIDE S DF  
5916835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2005 5916835 EXPEDITED (15-DAY) Y DE USA-2005-0021508 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death MORPHINE S ORAL SEE TEXT, ORAL  

ACETAMINOPHEN S ORAL SEE TEXT, ORAL  
ASPIRIN S ORAL SEE TEXT, ORAL  
CAFFEINE S ORAL SEE TEXT, ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL SEE TEXT, ORAL  
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5917368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2005 5917368 EXPEDITED (15-DAY) Y DE,HO RS005552-F 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pseudomonal sepsis RABEPRAZOLE SODIUM S ORAL 1 IN 1 D, ORAL  
Thrombocytopenia LORAZEPAM S ORAL 500 MG, ORAL  
Coma THALIDOMIDE S ORAL 200 MG, ORAL  
Neutropenia ZOMETA (ZOLEDRONIC ACID) S INTRAVENOUS 4 MG, INTRAVENOUS  
Condition aggravated PREDNISOLONE S ORAL 20 MG, ORAL  
Neurological symptom EFFEXOR S ORAL 37.5 MG, ORAL  
Lung infection DOXORUBICIN HYDROCHLORIDE C  

DEXAMETHASONE
(DEXAMETHASONE)

C  

MORPHINE SULFATE C  
LEVOTHYROXINE SODIUM C  
SPECIAFOLDINE (FOLIC ACID) C  
POTASSIUM CHLORIDE C  
MAGNE-B6 (DYNAMAG) C  

3457716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2005 3457716 EXPEDITED (15-DAY) Y DE,HO HQ1186304OCT1999 46 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subarachnoid haemorrhage EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY; ORAL
1 DAY

Tachycardia WARFARIN SODIUM S ORAL 4 MG 1X PER 1 DAY;
ORAL

12 DAY

Diastolic hypertension LACTULOSE C  
Brain herniation RANITIDINE C  

PARACETAMOL C  
ATENOLOL C  
FRUSEMIDE C  
GENTAMICIN C  
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5889195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2005 5889195 NON-EXPEDITED Y HO FR-
JNJFOC-20050905518

81 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration RISPERDAL S ORAL 99 DAY
Drug interaction REMINYL C ORAL 99 DAY
General physical condition MEMANTINE HYDROCHLORIDE C UNKNOWN  
Orthostatic hypotension RAMIPRIL C UNKNOWN  
Renal failure OMEPRAZOLE C UNKNOWN for several years  
Hepatitis PLAVIX C UNKNOWN for several years  
Amylase increased MOLSIDOMINE C UNKNOWN for several years  

ARCALION C UNKNOWN  
PROPOXYPHENE AND
ACETAMINOPHEN

C UNKNOWN  

PROPOXYPHENE AND
ACETAMINOPHEN

C UNKNOWN  

LASIX S ORAL 55 DAY
EFFEXOR S ORAL 2 cp  per day 55 DAY

5906640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2005 5906640 EXPEDITED (15-DAY) Y OT HQWYE835405OCT05 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apnoea neonatal EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Maternal exposure during pregnancy  
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5908746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2005 5908746 EXPEDITED (15-DAY) Y OT CHWYE036307OCT05 63 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY;

ORAL, 75 MG 1X PER 1
DAY; ORAL

 

Swollen tongue LORAZEPAM C  
Swelling SEROQUEL C  
5910106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2005 5910106 DIRECT Y OT 84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension VENLAFAXINE S  

BUPROPION C  
LISINOPRIL C  
VERAPAMIL HYDROCHLORIDE C  
METOPROLOL TARTRATE C  
ASPIRIN C  
MILK OF MAGNESIA C  
VENLAFAXINE HYDROCHLORIDE C  
FERROUS SULFATE C  
ACETAMINOPHEN C  
PHENYTOIN EXT REL CAP C  
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5918099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2005 5918099 EXPEDITED (15-DAY) N DS HQWYE120220OCT05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL SEE IMAGE  
Muscular weakness TOPAMAX C  
Alopecia  
Amnesia  
Aphagia  
Confusional state  
Disturbance in attention  
Dizziness  
Emotional distress  
Muscle twitching  
Nausea  
Nightmare  
Vomiting  

3881832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2005 3881832 EXPEDITED (15-DAY) Y HO,DS,LT 2002138757US 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyanosis CELEBREX S ORAL 200 MG (1 IN 1 D),

ORAL
 

Foaming at mouth PANTOPRAZOLE SODIUM S ORAL 40 MG (1 IN 1 D), ORAL  
Respiratory failure EFFEXOR S ORAL 37.5 MG (1 IN 1 D),

ORAL
 

Brain injury METHADONE HYDROCHLORIDE S 10 MG (1 IN 1 D)  
Impaired work ability REMERON S 15 MG (1 IN 1 D)  
Drug abuser  
Drug withdrawal syndrome  
Epilepsy  
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5914254FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2005 5914254 DIRECT Y HO,LT,OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL 27.5 OR 37.5 MG    1

DAILY   PO
 ELI LILLY AND CO

Legal problem  
Pregnancy  
5918532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2005 5918532 EXPEDITED (15-DAY) N DS,OT HQWYE052217OCT05 79 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash pustular EFFEXOR XR S ORAL SEE IMAGE  
Abasia LEVOTHROID C  
Blindness transient  
Drug withdrawal syndrome  
Dysstasia  
Exhibitionism  
Infection  
Neoplasm malignant  
Photopsia  
Post procedural complication  
5919449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2005 5919449 EXPEDITED (15-DAY) N HO HQWYE033614OCT05 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR XR S ORAL DOSE HAD RANGED

FROM 25 MG TO
300MG/DAY ORAL SEE
IMAGE

 

Dilatation atrial  
Drug withdrawal syndrome  
Suicidal ideation  
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5919963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2005 5919963 EXPEDITED (15-DAY) Y OT FRWYE082024OCT05 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 75 MG DAILY; 112.5

MG DAILY THEN 150
MG DAILY

 

Amnesia  
Delirium  
Physical assault  
5920185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2005 5920185 EXPEDITED (15-DAY) Y OT DEWYE060217OCT05 76 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 2X PER 1 DAY

ORAL
 

Muscular weakness MEMANTINE HYDROCHLORIDE S ORAL ORAL  
Coordination abnormal  
5925587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2005 5925587 NON-EXPEDITED N HO,LT HQWYE459029APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism PREMARIN S 2.5 MG 1X PER 1 DAY,  

EFFEXOR S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

ZETIA (EZETIMIBE) S ORAL ORAL  
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5836272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2005 5836272 EXPEDITED (15-DAY) Y OT GBWYE775427JUN05 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation neonatal EFFEXOR XR S TRANSPLACENTAL 225 MG, FREQUENCY

NOT STATED,
TRANSPLACENTAL

 

Large for dates baby AMITRIPTYLINE S TRANSPLACENTAL  
Feeding disorder neonatal OLANZAPINE S TRANSPLACENTAL  
Caesarean section QUETIAPINE FUMARATE S TRANSPLACENTAL 600 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Maternal exposure during pregnancy  
5836880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2005 5836880 EXPEDITED (15-DAY) Y OT GBWYE936829JUL04 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gestational diabetes EFFEXOR XR S ORAL 225 MG , ORAL  
Maternal exposure during pregnancy AMITRIPTYLINE

HYDROCHLORIDE
S AT TIME OF GIVING

BIRTH
 

Blood pressure increased OLANZAPINE (OLANZAPINE) S AT TIME OF GIVING
BIRTH

 

Pregnancy QUETIAPINE FUMARATE S ORAL 600 MG, ORAL  
Caesarean section  
5890403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2005 5890403 EXPEDITED (15-DAY) Y HO,OT GRWYE987819SEP05 64 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Jaundice cholestatic CHLORPROMAZINE S  
Weight decreased PHENOBARBITAL S 1 DOSE 1X PER 1 DAY  
Bile duct obstruction IMOVANE (ZOPICLONE) C  

PROPRANOLOL C  
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5919796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2005 5919796 EXPEDITED (15-DAY) HO GBWYE070319OCT05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug prescribing error EFFEXOR XR S SEE IMAGE  
Atrial fibrillation  
5919812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2005 5919812 EXPEDITED (15-DAY) N DS FRWYE079921OCT05 72 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance EFFEXOR XR S ORAL SEE IMAGE 2 DAY
Condition aggravated NEURONTIN C  
Hallucination, visual JOSIR          (TAMSULOSIN

HYDROCHLORIDE)
C  

Headache LIORESAL C  
Abdominal distension CLONAZEPAM C  
Formication METHOTREXATE C  
Muscular weakness GLUCOPHAGE C  

FORADIL C  
SINGULAIR C  
PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

C  

PANTOPRAZOLE SODIUM C  
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5919827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Oct-2005 5919827 EXPEDITED (15-DAY) Y OT 2005-133962-NL 77 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular extrasystoles MIRTAZAPINE S ORAL DF, ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL DF, ORAL  
FLUOXETINE C  
CITALOPRAM C  
ZOPICLONE C  
TAMSULOSIN HYDROCHLORIDE C  
IPRATROPIUM C  
SALMETEROL C  
CEPHALEXIN C  
ACETYLSALICYLIC ACID C  
SIMVASTATIN C  
LORAZEPAM C  
HALOPERIDOL C  
SENNA C  
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5709352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2005 5709352 EXPEDITED (15-DAY) Y DE,HO GBWYE037313SEP04 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S OVERDOSE  
Toxicity to various agents AMITRIPTYLINE C  
Cardiac arrest NORTRIPTYLINE

HYDROCHLORIDE
C  

Completed suicide DIHYDROCODEINE C  
Somnolence ZOPICLONE C  
Aortic arteriosclerosis  
Arteriosclerosis coronary artery  
Cardiac failure  
Cholelithiasis  
Coronary artery stenosis  
Duodenitis  
Hepatic congestion  
Laryngeal disorder  
Mucous membrane disorder  
Pulmonary congestion  
Pulmonary oedema  
Spleen congestion  
Tracheal disorder  
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5797981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2005 5797981 EXPEDITED (15-DAY) Y OT HQWYE325126APR05 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Suicide attempt EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY  
Depression suicidal VALIUM C  
Nervousness NEULACTIL (PERICIAZINE) C  
Dizziness  
Insomnia  
Overdose  
Paraesthesia  
Tremor  
5891709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2005 5891709 EXPEDITED (15-DAY) Y OT HQWYE530919SEP05 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Hallucination LAMICTAL S ORAL 100 MG 1X PER 1 DAY,
ORAL

 

Night sweats SEROQUEL C  
Abnormal dreams SEROQUEL C  
Movement disorder KLONOPIN C  
Parasomnia  
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5908355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2005 5908355 EXPEDITED (15-DAY) Y OT HQWYE943810OCT05 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE  
Depression suicidal EFFEXOR XR S ORAL 75MG 1 X/DAY 121 DAY
Headache VALIUM C  
Nervousness NEULACTIL (PERICIAZINE) C  
Dizziness  
5917071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2005 5917071 DIRECT N DS,OT 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S ORAL 37.5 MG 1X/DAY PO  WYETH
Activities of daily living impaired  
Drug withdrawal syndrome  
Vertigo  
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5921691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2005 5921691 EXPEDITED (15-DAY) Y DE FRWYE089426OCT05 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR S ORAL 37.5 MG 1X PER 1DAY 14 DAY
Leukopenia DOXORUBICIN HYDROCHLORIDE S INTRAVENOUS 30 MG 1X PER 1 DAY 1 DAY
Thrombocytopenia DEXAMETHASONE

(DEXAMETHASONE)
S ORAL 40 MG 1X PER 1 DAY 9 DAY

Neutropenia MELPHALAN S  
Pseudomonal sepsis PARIET (RABEPRAZOLE) S ORAL 1 TABLET 1X PER 1

DAY
14 DAY

Lung infection pseudomonal PREDNISONE S  
Red blood cell count decreased PREDNISOLONE S ORAL 20 MG 1X PER 1 DAY 14 DAY

LORAZEPAM S ORAL 500 UG 1X PER 1 DAY  
THALIDOMIDE S ORAL SEE IMAGE  
VINCRISTINE SULFATE S  
ZOMETA S INTRAVENOUS 4 MG 1X PER 1 DAY 1 DAY

5921696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2005 5921696 EXPEDITED (15-DAY) Y DE GBWYE091726OCT05 44 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR S ORAL  
Depressed level of consciousness CLOZARIL S ORAL 725 MG 1X PER 1 DAY  
Agitation VALPROATE SODIUM C  
Anxiety LAMOTRIGINE (LAMOTRIGINE) C  
Pallor PIRENZEPINE (PIRENZEPINE) C  

SENNA C  
RANITIDINE C  
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5921697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2005 5921697 EXPEDITED (15-DAY) Y OT CHWYE080621OCT05 44 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR S ORAL 225; 300; 225 MG 1X

PER 1 DAY
 

Vomiting LORAZEPAM C  
Paraesthesia LAMICTAL C  

5941320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2005 5941320 NON-EXPEDITED N HO DSA_26421_2005 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse ATIVAN S ORAL 15 MG ONCE PO  
Suicide attempt ATIVAN S 0.5 MG PRN  
Amnesia EFFEXOR XR S 150 MG  
Dizziness EFFEXOR XR S 225 MG  
Feeling abnormal PREVACID C  
Asthenia MULTIVITAMINS C  
Headache VITAMIN B COMPLEX C  
Anxiety LASIX C  
Aggression  
Anger  
Drug withdrawal syndrome  
Hostility  
Insomnia  
Nervousness  
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5878200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2005 5878200 EXPEDITED (15-DAY) N HO,OT GBWYE916418AUG05 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematemesis EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
30 DAY

Mallory-Weiss syndrome ALCOHOL S  
Aspartate aminotransferase increased  
Blood bicarbonate increased  
Blood urea decreased  
Nausea  
Vomiting  
White blood cell count increased  
5919084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2005 5919084 EXPEDITED (15-DAY) Y OT GBWYE079521OCT05 21 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S TRANSPLACENTAL TRANSPLACENTAL  
Agitation neonatal  
Floppy infant  
Maternal exposure during pregnancy  
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5921578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2005 5921578 EXPEDITED (15-DAY) Y HO,OT 2005145294 93 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Head injury XANAX S ORAL 1 MG )0.5 MG 2 IN 1 D),

ORAL
 

General physical health deterioration DILTIAZEM HYDROCHLORIDE S ORAL 200 MG (1 IN 1 D),
ORAL

 

Fall MEPROBAMATE S ORAL 410 MG (1 IN 1 D),
ORAL

 

Atrioventricular block first degree EFFEXOR S ORAL 37.5 MG, ORAL  
Nodal rhythm NITROGLYCERIN S ORAL (AS NECESSARY),

ORAL
 

Subdural haematoma LEVOTHYROXINE SODIUM C  
Hyponatraemia DEBRIDAT (TRIMEBUTINE) C  
Blood potassium increased POLYETHYLENE GLYCOLS C  

5859260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2005 5859260 EXPEDITED (15-DAY) Y HO,OT NLWYE867429JUL05 42 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diverticulum EFFEXOR XR S ORAL SEE IMAGE STARTED

YEARS AGO
 

Diarrhoea  
Medication residue present  
Small intestinal obstruction  
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5921700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2005 5921700 EXPEDITED (15-DAY) Y OT FRWYE099331OCT05 45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancytopenia EFFEXOR S ORAL  
Genital infection female DEPAKOTE S ORAL 1500 MG DAILY  
Tonsillitis ZOLPIDEM TARTRATE C  
Bronchitis VALIUM C  
Disease recurrence NOCTRAN 10 (ACEPROMAZINE/

CLORAZEPATE DIPOTASSIUM)
C  

Drug ineffective  
5922540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2005 5922540 EXPEDITED (15-DAY) Y HO 2005146602 54 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence ALPRAZOLAM (ALPRAZOLAM) S ORAL 4 MG, ORAL  
Acidosis LEVOMEPROMAZINE S ORAL 200 MG (100 MG, 2 IN 1

D), ORAL
 

Hypercapnia ZOLPIDEM TARTRATE S ORAL 20 MG (2 IN 1 D), ORAL  
Central-alveolar hypoventilation EFFEXOR S ORAL 150 MG (3 IN 1 D),

ORAL
 

Blood bicarbonate increased  
Blood pH decreased  
Dyspnoea  
Hypotonia  
Orthopnoea  
Oxygen saturation decreased  
PCO2 increased  
PO2 decreased  

5653871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2005 5653871 EXPEDITED (15-DAY) Y HO,DS HQWYE651508OCT04 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
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5653871
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Aphasia PROAMATINE C  
Asthenia FLORINEF ACETATE C  
Fall TOPAMAX (TOPIRAMAX) C  
Dysstasia DIAZEPAM (DIAZEPAM) C  
Panic attack BUTALBITAL, ACETAMINOPHEN &

CAFFEINE (BUTALBITAL/
CAFFEINE/PARACETAMOL)

C  

Migraine POTASSIUM CHLORIDE C  
Feeling hot SINGULAIR C  
Palpitations FLONASE C  
Memory impairment ALLEGRA C  
Dyspnoea AFRIN (AMINOACETIC ACID/

BENZALKONIUM CHLORIDE/
OXYMETAZOLINE
HYDROCHLORIDE/
PHENYLMERCURIC ACETATE/
SOR

C  

Syncope PHAZYME (DIASTASE/
DIMETICONE, ACTIVATED/
PANCREATIN/PEPSIN)

C  

Blood pressure immeasurable LOESTRIN (ETHINYLESTRADIOL/
NORETHISTERONE ACETATE)

C  

Dehydration AMBIEN C  
Brucellosis VICODIN C  
Gastroenteritis MAXALT C  
Activities of daily living impaired  
Anti-thyroid antibody positive  
Bedridden  
Blood pressure orthostatic increased  
Condition aggravated  
Convulsive threshold lowered  
Coordination abnormal  
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5653871
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying  
Depressed level of consciousness  
Depression  
Diarrhoea  
Dizziness  
Electroencephalogram abnormal  
Fatigue  
Gastritis  
Generalised anxiety disorder  
Haematocrit decreased  
Hot flush  
Hypersomnia  
Nausea  
Nervous system disorder  
Orthostatic hypotension  
Panic disorder  
Sinus tachycardia  
Unevaluable event  
Viral infection  
Vomiting  
5859330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2005 5859330 EXPEDITED (15-DAY) Y HO GBWYE871501AUG05 78 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Bladder cancer LANSOPRAZOLE
(LANSOPRAZOLE)

C  

Bundle branch block left OLANZAPINE (OLANZAPINE) C  
Ventricular dysfunction FELODIPINE C  
Coronary artery occlusion LACTULOSE C  
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5921873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2005 5921873 EXPEDITED (15-DAY) Y OT GBWYE093427OCT05 75 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease EFFEXOR XR S 150 MG 1X PER 1 DAY  
Amnesia  
Extrapyramidal disorder  
5923251FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2005 5923251 EXPEDITED (15-DAY) Y HO,LT,OT DEWYE035006OCT05 82 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 75  MG 1X PER 1 DAY

ORAL
2 DAY

Pneumonia VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1 X PER 1
DAY ORAL

4 DAY

Depressed level of consciousness LEVOTHYROXINE SODIUM C  
NOVALGIN (METAMIZOLE
SODIUM)

C  

CYNT (MOXONIDINE) C  
PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

C  

MELPERONE (MELPERONE) C  
DYTIDE H
(HYDROCHLOROTHIAZIDE/
TRIAMTERENE)

C  

CERTOPARIN SODIUM (HEPARIN-
FRACTION, SODIUM SALT)

C  

ZOPICLONE C  
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5923297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2005 5923297 EXPEDITED (15-DAY) HO,OT HQWYE828520NAY05 34 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 37.5 & 75 & 225 & 150 *

112.5 & 75 MG 1X PER
1 DAY ORAL

35 DAY

Coordination abnormal LITHIUM CARBONATE S ORAL 225 & 450 & 675 & 900
& 450 & 225 MG 1X
PER 1 DAY ORAL

8 DAY

Musculoskeletal stiffness SEROQUEL C  
5923515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2005 5923515 EXPEDITED (15-DAY) N HO DSA_27337_2005 93 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
General physical health deterioration DILTIAZEM HYDROCHLORIDE S ORAL 200 MG Q DAY PO  
Fall ACEPROMETAZINE

\MEPROBAMATE
S ORAL DF Q DAY PO  

Head injury XANAX S ORAL 1 MG Q DAY PO  
Atrioventricular block first degree EFFEXOR S ORAL 37.5 MG Q DAY PO  
Nodal rhythm TRINITRINE S ORAL DF PRN PO  
Subdural haemorrhage LEVOTHYROX C  
Hyponatraemia DEBRIDAT C  
Blood potassium increased FORLAX C  
5923611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2005 5923611 EXPEDITED (15-DAY) Y HO,OT FRWYE012828SEP05 52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 100 MG 2X PER 1 DAY

ORAL
1 YR

Cognitive disorder  
Confusional state  
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5925016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2005 5925016 EXPEDITED (15-DAY) N DE,HO HQWYE320031OCT05 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S  
Loss of consciousness ZYPREXA S  
Anxiety  
Asphyxia  
Completed suicide  
Drug withdrawal syndrome  
Injury  
Refusal of treatment by patient  
Suicide attempt  

5918219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2005 5918219 EXPEDITED (15-DAY) Y OT US-
GLAXOSMITHKLINE-
A0580635A

35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion WELLBUTRIN S ORAL 75MG Twice per day 3 DAY GLAXOSMITHKLINE
Drug interaction EFFEXOR XR S  

SUBOXONE S  
5921259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2005 5921259 DIRECT N OT,RI 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermal cyst EFFEXOR S ORAL 25 MC DAILY PO  
Furuncle  
Herpes virus infection  
Purulence  
Skin haemorrhage  
Swelling  
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5923905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2005 5923905 EXPEDITED (15-DAY) DS,OT HQWYE264426OCT05 41 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Tinnitus LITHIUM (LITHIUM) C  
Affect lability  
Disturbance in attention  
Dry mouth  
Dysgeusia  
Dyskinesia  
Irritability  
Treatment noncompliance  
5924009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2005 5924009 EXPEDITED (15-DAY) DS HQWYE382503NOV05 68 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis EFFEXOR XR S ORAL SEE IMAGE  
Hyperhidrosis NEULACTIL (PERICIAZINE) C  
Lethargy LIPITOR C  
Amnesia OMEPRAZOLE C  
Drug effect decreased TEGRETOL C  
Impaired driving ability EPILIM (VALPROATE SODIUM) C  
Cerebrovascular disorder  
Drug ineffective  
Euphoric mood  
Verbal abuse  
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5924018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2005 5924018 EXPEDITED (15-DAY) Y HO,LT GBWYE105902NOV05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematemesis EFFEXOR S ORAL SEE IMAGE  
Gastritis haemorrhagic ENOXAPARIN SODIUM S ORAL 75 MG X1 PER DAY  

GALANTAMINE HYDROBROMIDE S ORAL FREQUENCY TWICE
DAILY

 

ASPIRIN S ORAL 75 MG 1 X PER ADY  
CO-AMILOFRUSE (AMILORIDE
HYDROCHLORIDE/FUROSEMIDE)

C  

QUETIAPINE FUMARATE C  

5916407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2005 5916407 EXPEDITED (15-DAY) Y LT TNZFR200500089 94 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rectal haemorrhage INNOHEP S SUBCUTANEOUS 14000 IU (14000 IU,

ONCE DAILY),
SUBCUTANEOUS

 

Anaemia ASPEGIC S ORAL 100 MG (100 MG,
ONCE DAILY),ORAL

 

Drug interaction COUMADIN S ORAL 2 MG (2 MG, ONCE
DAILY), ORAL

 

Pelvic haematoma EFFEXOR S ORAL 50 MG (50 MG, ONCE
DAILY), ORAL

 

5924596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2005 5924596 EXPEDITED (15-DAY) Y OT HQWYE734905AUG05 21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amylase increased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Road traffic accident LAMICTAL S 300 MG 1X PER 1 DAY  
Pancreatitis ADDERALL C  
Injury  
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5919780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2005 5919780 EXPEDITED (15-DAY) Y HO 2005AP05753 53 YR Female ATG

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psoriasis SEROQUEL S ORAL  ZENECA
Amenorrhoea EFFEXOR XR S ORAL  
Flushing PROZAC C  
Bruxism CORTISONE C  
Poor peripheral circulation NEURONTIN C  
Dermatitis exfoliative VALIUM C  
Candida infection XANAX C  
Agitation PARIET C  
Mania ENALAPRIL MALEATE C  
Tongue biting DI-GESIC C  
Memory impairment PETHIDINE HYDROCHLORIDE C  
Suicidal ideation VITAMINS C  
Blood cholesterol increased  
Skin discolouration  
5926040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2005 5926040 EXPEDITED (15-DAY) Y OT GBWYE114404NOV05 80 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S 225 MG  
Wrong drug administered ADALAT C  

INSULIN NOS C  
CLONAZEPAM C  
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5926501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2005 5926501 EXPEDITED (15-DAY) Y DE,OT 2005BH002636 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma DEXAMETHASONE

(DEXAMETHASONE)
S ORAL 40 MG; EVERY DAY;

PO
 

Leukopenia VINCRISTINE SULFATE S  
Condition aggravated LORAZEPAM S ORAL 500 UG; EVERY DAY;

PO
 

Thrombocytopenia EFFEXOR S ORAL 37.5 MG; EVERY DAY;
PO

 

Neutropenia DOXORUBICIN HYDROCHLORIDE S INTRAVENOUS 30 MG; EVERY DAY; IV  
Pseudomonal sepsis MELPHALAN S  
Lung infection pseudomonal RABEPRAZOLE SODIUM S ORAL 1 TAB; EVERY DAY; PO  

PREDNISONE S  
PREDNISOLONE S ORAL 20 MG; EVERY DAY;

PO
 

THALIDOMIDE S ORAL 200 MG; EVERY DAY;
PO

 

ZOMETA (ZOLEDRONIC ACID) S INTRAVENOUS 4 MG; EVERY DAY; IV  
5927618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2005 5927618 EXPEDITED (15-DAY) Y HO DEWYE118107NOV05 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL 5 CAPSULES

(OVERDOSE AMOUNT
375MG); ORAL

1 DAY

Intentional overdose ALCOHOL S ORAL HALF A BOTTLE OF
RED WINE AND AN
UNKNOWN AMOUNT
OF LIQUORS; ORAL

1 DAY

VOLTAREN S ORAL 8 TABLETS
(OVERDOSE AMOUNT
400MG); ORAL

1 DAY
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5926724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2005 5926724 EXPEDITED (15-DAY) Y DE,HO DSA_27333_2005 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia LORAZEPAM S ORAL 500 MCG Q DAY PO  
Leukopenia EFFEXOR S ORAL 37.5 MG Q DAY PO  
Condition aggravated DOXORUBICIN S INTRAVENOUS 30 MG ONCE IV  
Neutropenia DEXAMETHASONE S ORAL 40 MG Q DAY PO  
Infection MELPHALAN HYDROCHLORIDE S DF  
Pseudomonal sepsis PARIET S ORAL 1 TAB Q DAY PO  
Lung infection pseudomonal PREDNISONE S DF  
Red blood cell count decreased SOLU-MEDROL S ORAL 20 MG Q DAY PO  
Coma THALIDOMIDE S ORAL 200 MG Q DAY PO  
Pyrexia THALIDOMIDE S ORAL 100 MG ONCE PO  

VINCRISTINE SULFATE S DF  
ZOMETA S INTRAVENOUS 4 MG Q DAY IV  
SKENAN C  
LEVOTHYROX C  
SPECIAFOLDINE C  
DIFFU K C  
MAGNE-B6 C  

5927580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2005 5927580 EXPEDITED (15-DAY) Y HO 2005AL004467 53 YR Unknown AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase increased SERAX S ORAL SEE IMAGE  
Alanine aminotransferase increased CLOZAPINE S ORAL 75 MG; QD; PO  NOVARTIS
Hypercholesterolaemia VENLAFAXINE HYDROCHLORIDE S 300 MG; QD  
Gamma-glutamyltransferase increased  
Hypertriglyceridaemia  
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5927707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2005 5927707 EXPEDITED (15-DAY) Y HO FRWYE109603NOV05 28 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis acute EFFEXOR S ORAL ORAL  
Gamma-glutamyltransferase increased ESPERDAL (DISULFIRAM) C  
Blood bilirubin increased TIAPRIDAL (TIAPRIDE) C  
Serum ferritin increased AOTAL (ACAMPROSATE) C  
Pancreatic enlargement OXAZEPAM C  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
5927709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2005 5927709 EXPEDITED (15-DAY) Y HO ESWYE115204NOV05 29 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis VENLAFAXINE HYDROCHLORIDE S ORAL 0.3 G 1X PER 1 DAY

ORAL
749 DAY

Photophobia CLORAZEPATE DIPOTASSIUM C  
Blindness DALPARAN (ZOLPIDEM

TARTRATE)
C  

DEPAKINE (VALPROATE
SODIUM)

C  

LEVOTHROID C  
MAXALT C  
TORADOL C  
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5651535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5651535 EXPEDITED (15-DAY) Y DE 2004-120933-NL 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose MIRTAZAPINE S DF  

PROPOXYPHENE S DF  
PARACETAMOL S DF  
VENLAFAXINE HYDROCHLORIDE S DF  
ZOLPIDEM S DF  

5836288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5836288 EXPEDITED (15-DAY) Y OT GBWYE788130JUN05 54 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR XR S ORAL 75MG, ORAL  
Dizziness PROTHIADEN C  

STILNOCT (ZOLPIDEM
TARTRATE)

C  
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5907264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5907264 EXPEDITED (15-DAY) Y HO,OT 2005138344 93 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
General physical health deterioration XANAX S ORAL 1 MG (0.5 MG, 2 IN 1

D), ORAL
 

Atrioventricular block first degree MEPROBAMATE S ORAL 410 MG (1 IN 1 D),
ORAL

 

Nodal rhythm EFFEXOR S ORAL 37.5 MG (1 IN 1 D),
ORAL

 

Malaise DILTIAZEM HYDROCHLORIDE S ORAL 200 MG (1 IN 1 D),
ORAL

 

Haemorrhage intracranial NITROGLYCERIN S ORAL AS NECESSARY, ORAL  
Hyponatraemia TRIMEBUTINE MALEATE

(TRIMEBUTINE MALEATE)
C  

Fall LEVOTHYROXINE SODIUM C  
Hyperkalaemia POLYETHYLENE GLYCOLS C  
Syncope  
5919161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5919161 EXPEDITED (15-DAY) DE 2005-133910-NL 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose MIRTAZAPINE S DF  

VENLAFAXINE HYDROCHLORIDE S  
PROPOXYPHENE S  
PARACETAMOL S  
ZOLPIDEM C  
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5928831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5928831 EXPEDITED (15-DAY) HO HQWYE351902NOV05 21 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S 7.8 G (OVERDOSE

AMOUNT)
1 DAY

Blood pressure diastolic decreased  
Blood pressure systolic increased  
Generalised tonic-clonic seizure  
Leukocytosis  
Mydriasis  
Rhabdomyolysis  
Serotonin syndrome  
Suicide attempt  
Toxicity to various agents  
5930641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5930641 EXPEDITED (15-DAY) Y HO HQWYE974212OCT05 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholestasis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Biliary tract disorder XANAX C  
Injury SYNTHROID C  
Hepatic fibrosis VALTREX C  
Biopsy liver abnormal ZITHROMAX C  
Autoimmune disorder PEPCID C  

ASPIRIN (ACETYLSALICYLIC
ACID)

C  
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5931383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5931383 EXPEDITED (15-DAY) Y HO,OT HQWYE382903NOV05 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG 1X PER 1 DAY  
Surgery BETASERON C  

HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

UNSPECIFIED INGREDIENT C  
DARVICET-N
(DEXTROPROPOXYPHENE/
PARACETAMOL)

C  

SKELAXIN C  
5931397FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5931397 EXPEDITED (15-DAY) N HO,OT HQWYE342201NOV05 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE  
Lethargy ADDERALL C  
Condition aggravated ALLEGRA C  
Oppositional defiant disorder CENTRUM (MULTIVITAMIN/

MULTIMINERAL)
C  

School refusal MELATONIN (MELATONIN) C  
5932672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5932672 EXPEDITED (15-DAY) Y DE 2005AL004092 57 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM HYDROCHLORIDE S ORAL PO  PUREPAC
Intentional overdose CLONIDINE HYDROCHLORIDE S ORAL PO  PUREPAC

VENLAFAXINE HYDROCHLORIDE S ORAL PO  
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5933275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5933275 EXPEDITED (15-DAY) Y DE 2005AL004038 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CLONAZEPAM S ORAL PO  
Overdose BUPROPION S ORAL PO  

VENLAFAXINE S ORAL PO  
5933341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5933341 EXPEDITED (15-DAY) Y DE 2005AL004049 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Miosis LORAZEPAM S ORAL PO  PUREPAC
Completed suicide VENLAFAXINE S ORAL PO  
Intentional overdose DIPHENOXYLATE HCL AND

ATROPINE SULFATE
S ORAL PO  

Depressed level of consciousness HYDROCODONE S ORAL PO  
Respiratory disorder  
5933343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5933343 EXPEDITED (15-DAY) Y DE 2005AL004071 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DIAZEPAM S ORAL PO  PUREPAC
Respiratory arrest METHADONE HYDROCHLORIDE S ORAL PO  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Overdose  
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5933344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5933344 EXPEDITED (15-DAY) Y DE 2005AL004070 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event PROPOXYPHENE

HYDROCHLORIDE AND
ACETAMINOPHEN

S ORAL PO  PUREPAC

Overdose VENLAFAXINE HYDROCHLORIDE S ORAL PO  
ZONISAMIDE S ORAL PO  

5933346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5933346 EXPEDITED (15-DAY) Y DE 2005AL004052 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TRAZODONE HYDROCHLORIDE S ORAL PO  PUREPAC
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL PO  

ZIPRASIDONE S ORAL PO  
5933354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2005 5933354 EXPEDITED (15-DAY) Y DE 2005AL004074 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LORAZEPAM S  PUREPAC
Overdose ZOLPIDEM S  

VENLAFAXINE HYDROCHLORIDE S  
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5923318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2005 5923318 EXPEDITED (15-DAY) OT FR-
ABBOTT-05P-056-03167
58-00

45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital infection female DEPAKOTE S ORAL  
Oropharyngeal pain VENLAFAXINE HYDROCHLORIDE S ORAL  
Bronchitis DIAZEPAM C  
Pancytopenia ZOLPIDEM C ORAL  
Drug ineffective NOCTRAN C ORAL  

ANTIBIOTICS C ORAL  
5925770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2005 5925770 DIRECT N LT,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S 75.00 MG   DAILY  
Suicidal ideation  
Unevaluable event  
5927796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2005 5927796 EXPEDITED (15-DAY) Y OT FRWYE125809NOV05 49 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL SEE IMAGE  
Abdominal pain APROVEL (IRBESARTAN) C  
Condition aggravated  
Diarrhoea  
Hyperhidrosis  
Myalgia  
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5927816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2005 5927816 EXPEDITED (15-DAY) Y HO FRWYE117807NOV05 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR S ORAL ORAL  
Depressed level of consciousness ACETAMINOPHEN S  
Hallucination TRIMEPRAZINE S ORAL ORAL  
Tachycardia XANAX S ORAL ORAL  
Intentional overdose  
Maternal exposure during pregnancy  
Suicide attempt  
5927984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2005 5927984 EXPEDITED (15-DAY) Y HO 2005AD000111 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt CEPHALEXIN S ORAL 11 DF; X1; PO  
Overdose SERTRALINE S ORAL 20 DF; X1; PO ; SEE

IMAGE
 

Hepatocellular injury VENLAFAXINE S ORAL 25 MG; TID; PO; SEE
IMAGE

5 DAY

Gastritis  
Hepatitis  
Hepatomegaly  
Oesophagitis  

3972908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2005 3972908 EXPEDITED (15-DAY) N HO,OT CHPA2003US02319 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse PHENOLPHTHALEIN S ORAL ORAL  
Ileus paralytic DULCOLAX (BISACODYL) S ORAL ORAL  
Economic problem UNSPECIFIED INGREDIENT S ORAL ORAL  
Drug dependence ANAFRANIL S 75 MG, QD,; 100 MG,

QD,
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3972908
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S  
Constipation UNSPECIFIED INGREDIENT S PATCH  
Melanosis coli CLOMIPRAMINE

HYDROCHLORIDE
C  

Gastroenteritis VITAMIN C C  
Dehydration CORRECTOL "SCHERING-

PLOUGH" (BISACODYL)
UNKNOWN

C  

Adnexa uteri pain ACETAMINOPHEN
\DIPHENHYDRAMINE

C  

Menorrhagia ONE-A-DAY (ASCORBIC ACID,
CYANOCOBALAMIN,
ERGOCALCIFEROL,
NICOTINAMIDE, PYRIDOXIN)

C  

Pelvic pain TRI-NORINYL
(ETHINYLESTRADIOL
NORETHISTERONE)

C  

Ovarian cyst PAXIL C  
Rectal haemorrhage SELDANE-D

(PSEUDOEPHEDRINE
HYDROCHLORIDE,
TERFENADINE)

C  

Perineal pain AMOXIL "SMITH
KLINE" (AMOXICILLIN
TRIHYDRATE)

C  

Anal pruritus ENTEX (GUAIFENESIN,
PHENYLEPHRINE
HYDROCHLORIDE,
PHENYLPROPANOLAMINE
HYDROCHL)

C  

Anorectal disorder EES C  
Weight increased ROBITUSSIN AC

"ROBINS" (CODEINE
PHOSPHATE, GUAIFENESIN)

C  

Haemorrhoids MEDROL C  
Nausea ATARAX C  
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3972908
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fear of weight gain CYCLOCORT (AMCINONIDE) C  
Increased appetite CLARITIN-D 12 HOUR C  
Decreased appetite ALBUTEROL (SALBUTAMOL) C  
Binge eating ARISTOCORT (TRIAMINCOLONE) C  
Hyperphagia ZITHROMAX C  
Change of bowel habit BIAXIN C  
Dyspepsia NASACORT AQ

(TRIAMINCINOLONE ACETONIDE)
C  

Oligohydramnios PERI-COLACE C  
Obsessive-compulsive disorder METAMUCIL (GLUCOSE

MONOHYDRATE, ISPAGHULA
HUSK, PLANTAGO OVATA HUSK)

C  

Dysthymic disorder DIDREX C  
Weight decreased UNSPECIFIED INGREDIENT C  
Lower gastrointestinal haemorrhage PHENTERMINE C  
Pregnancy VITAMINS, OTHER

COMBINATIONS (NO
INGREDIENTS/SUBSTANCES)

C  

EPHEDRA (EPHEDRA, EPHEDRA
SPP.)

C  

5922732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2005 5922732 EXPEDITED (15-DAY) Y HO 2005147363 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium XANAX S ORAL ORAL  
Hypoaesthesia EFFEXOR S ORAL ORAL  
Hallucination TRIMEPRAZINE TARTRATE C  
Tachycardia ACETAMINOPHEN C  
Human chorionic gonadotropin abnormal  
Overdose  
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5924198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2005 5924198 EXPEDITED (15-DAY) N HO US-
MERCK-0511USA01659

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event VIOXX S ORAL  MERCK
Aortic valve disease VIOXX S ORAL  MERCK
Cardiac disorder EFFEXOR S UNKNOWN  
Chest pain NEURONTIN S UNKNOWN  
Cardiomegaly  
Lung disorder  
Myocardial infarction  
Pulmonary hypertension  
Suicide attempt  
5927997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2005 5927997 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S  WYETH
Agitation  
Amnesia  
Anxiety  
Blood pressure increased  
Body temperature fluctuation  
Bradyphrenia  
Chills  
Convulsion  
Crying  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Dyspnoea  
Fatigue  
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5927997
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache  
Hot flush  
Hypoaesthesia  
Hypomania  
Insomnia  
Irritability  
Major depression  
Mental status changes  
Migraine  
Mood swings  
Nausea  
Obsessive-compulsive disorder  
Palpitations  
Panic attack  
Paraesthesia  
Pyrexia  
Social phobia  
Tinnitus  
Vertigo  
5928860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2005 5928860 EXPEDITED (15-DAY) Y OT HQWYE434507NOV05 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR XR S  
Intentional self-injury  
Suicidal ideation  
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5929147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2005 5929147 EXPEDITED (15-DAY) Y HO DSA_27263_2005 53 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LORAZEPAM S  
Depressed level of consciousness VENLAFAXINE HYDROCHLORIDE S ORAL 3000 MG ONCE PO  
Dry mouth  
Tremor  

5922903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2005 5922903 EXPEDITED (15-DAY) N OT HQWYE342409SEP05 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation AVANDIA C  
Mood swings ACIPHEX C  
Drug withdrawal syndrome ESTRACE C  
Intentional self-injury ISORDIL C  

ZETIA (EZETIMIBE) C  
ZOCOR C  
K-DUR C  
LASIX C  
TENORMIN C  
NORVASC C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

PHENYLTOLOXAMINE
(PHENYLTOLOXAMINE)

C  
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5924290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2005 5924290 EXPEDITED (15-DAY) DE US-BOEHRINGER
INGELHEIM
PHARMACEUTICALS,
INC.-2005-DE-04894GD

57 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt CLONIDINE S ORAL  BOEHRINGER INGELHEIM
Drug abuser DILTIAZEM S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
5927588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2005 5927588 EXPEDITED (15-DAY) Y HO,OT ESWYE096628OCT05 78 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
9 DAY

Asthenia VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

Confusional state SEROPLEX
(ESCITALOPRAM)

C  

Fall  
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5930012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2005 5930012 EXPEDITED (15-DAY) Y DE,HO HQWYE465009NOV05 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Wrong drug administered EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Tremor BUSPAR S 1 DOSAGE FORM 2X
PER 1 DAY

 

Hyperhidrosis RISPERDAL S 0.5 MG 2X PER 1 DAY  
Tachycardia SEROQUEL S 300 MG 2X PER 1 DAY  
Body temperature increased TEGRETOL C  
Accidental exposure to product HALDOL (HALOPERIDOL) C  
General physical health deterioration BENADRYL C  
Respiratory arrest ATIVAN C  

LOXITANE C  
GEODON C  

5930087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2005 5930087 EXPEDITED (15-DAY) Y OT NLWYE141715NOV05 < 1 DAY Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Laryngomalacia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Maternal exposure during pregnancy  
5930123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2005 5930123 EXPEDITED (15-DAY) Y HO DEWYE137214NOV05 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY
Intentional overdose ZOPICLONE S ORAL 10 TABLETS

(OVERDOSE AMOUNT
75 MG)

1 DAY

Suicide attempt  
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5930144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2005 5930144 EXPEDITED (15-DAY) Y HO,LT GBWYE138815NOV05 69 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block complete EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Malaise AMLODIPINE S ORAL 10 MG 1X PER 1 DAY,
ORAL

 

Dyspnoea OXPRENOLOL S ORAL 40 MG 3X PER 1 DAY,
ORAL

 

LISINOPRIL (LISINOPRIL) C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

METFORMIN HYDROCHLORIDE C  
ATORVASTATIN
(ATORVASTATIN)

C  

LANTUS C  

5920921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2005 5920921 EXPEDITED (15-DAY) Y HO DEWYE089726OCT05 81 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence VENLAFAXINE HYDROCHLORIDE S ORAL 1-2 TABLETS 1 DAY
Confusional state  
Intentional overdose  
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5925168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2005 5925168 EXPEDITED (15-DAY) N OT CA-
GLAXOSMITHKLINE-
A0582359A

57 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt BUPROPION S  GLAXOSMITHKLINE
Convulsion EFFEXOR XR S  
Hallucination MIRTAZAPINE S  
Blood pressure increased  
Dyskinesia  
Fear  
Muscle twitching  
Psychomotor hyperactivity  
Sedation  
Tachycardia  
5928958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2005 5928958 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S  
Nausea EFFEXOR XR S  
Insomnia  
5931788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2005 5931788 EXPEDITED (15-DAY) Y DE 2005-BP-19659RO 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DIAZEPAM (DIAZEPAM) S  
Intentional overdose METHADONE HYDROCHLORIDE S  

VENLAFAXINE S  
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Detailed Report
5933468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2005 5933468 EXPEDITED (15-DAY) Y DE 2005-BP-19473RO 19 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHADONE HYDROCHLORIDE S  

VENLAFAXINE S  
5933475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2005 5933475 EXPEDITED (15-DAY) Y DE 2005-BP-19472RO 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest METHADONE HYDROCHLORIDE S  
Cardiac arrest VENLAFAXINE S  
5934463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2005 5934463 EXPEDITED (15-DAY) Y OT 2005152825 81 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction HYDROXYZINE

HYDROCHLORIDE
S ORAL ORAL  

Sinus tachycardia ASPIRIN (ACETYLSALICYLIC
ACID)

S ORAL 75 MG (75 MG, 1 IN 1
D), ORAL

 

EFFEXOR S ORAL 225 MG (1 D), ORAL  
GLIMEPIRIDE (GLIMEPIRIDE) S ORAL 1 MG (1 MG, 1 IN  1 D),

ORAL
 

RAMIPRIL S ORAL 1.25 MG (1.25 MG, 1 IN
1 D), ORAL

 

SIMVASTATIN S ORAL 10 MG (10 MG, 1 IN 1
D), ORAL

 

ACETAMINOPHEN C  
TEMAZEPAM C  
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5935121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Nov-2005 5935121 EXPEDITED (15-DAY) N HO HQWYE441007NOV05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chills EFFEXOR S  
Anxiety  
Dysphemia  

5893919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5893919 EXPEDITED (15-DAY) Y DE GXKR2005GB01644 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser MIRTAZAPINE S  
Overdose ZOLPIDEM S  
Drug level above therapeutic PROPOXYPHENE

HYDROCHLORIDE
S  

ACETAMINOPHEN S  
VENLAFAXINE S  

5899974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5899974 EXPEDITED (15-DAY) N OT PHNU2005DE03344 54 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anticholinergic syndrome CLOZARIL S ORAL up to 75mg/day 5760 MIN NOVARTIS
Disorientation VENLAFAXINE HYDROCHLORIDE S ORAL up to 112.5 mg, QD 5760 MIN
Restlessness DEQUALINIUM CHLORIDE C ORAL 120 mg, QD 5760 MIN
Aspartate aminotransferase increased  
Blood creatine phosphokinase increased  
Bradyphrenia  
Delusion  
Drug interaction  
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5930114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5930114 EXPEDITED (15-DAY) OT SEWYE138715NOV05 Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S THE DOSE REGIMEN

WAS NOT SPECIFIED
 

Dizziness  
Liver function test abnormal  
Suicidal ideation  
Tinnitus  
5933512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5933512 DIRECT Y RI 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort EFFEXOR XR S ORAL 75 MG XR QD PO  WYETH
Blood pressure systolic increased  
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5933695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5933695 EXPEDITED (15-DAY) N DS HQWYE486610NOV05 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL SEE IMAGE  
Crying  
Dizziness  
Drug withdrawal syndrome  
Ear disorder  
Feeling abnormal  
Headache  
Nausea  
Nervous system disorder  
Paraesthesia  
Somnolence  
Suicidal ideation  
Tinnitus  
Treatment noncompliance  
Tremor  
Vomiting  
Weight decreased  
5933705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5933705 EXPEDITED (15-DAY) N HO,DS HQWYE464409NOV05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S 225 MG  
Drug withdrawal syndrome  
Hypertension  
Influenza like illness  
Malaise  
Nausea  
Paraesthesia  
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5933770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5933770 EXPEDITED (15-DAY) Y CA HQWYE463609NOV05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Developmental delay  
Dysmorphism  
Insomnia  
Psychomotor hyperactivity  
5934731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5934731 EXPEDITED (15-DAY) HO HQWYE459509NOV05 53 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholecystectomy EFFEXOR S ORAL 3/4 OF A 75 MG

TABLET, FREQUENCY
ORAL-SEE IMAGE

 

Weight decreased TRAMADOL HYDROCHLORIDE C  
Nausea RANADEINE (CODEINE

PHOSPHATE/PARACETAMOL)
C  

Salivary hypersecretion FLIOFEM (ESTRADIOL/
NORETHISTERONE ACETATE)

C  

Pruritus LORAZEPAM C  
Arthralgia IMOVANE (ZOPICLONE) C  
Anxiety  
Myalgia  
5935130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5935130 EXPEDITED (15-DAY) Y OT ESWYE141515NOV05 67 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY 7 DAY
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5935982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2005 5935982 EXPEDITED (15-DAY) Y HO FRWYE145916NOV05 47 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug reaction with eosinophilia and systemic
symptoms

EFFEXOR XR S ORAL 225 MG DAILY 344 DAY

Anaemia ATACAND S ORAL 16 MG 1X PER 1 DAY
ORAL

 

Lymphopenia TEGRETOL XR S ORAL 800 MG DAILY ORAL 57 DAY
Liver disorder TRILEPTAL S ORAL 120 MG/ML DAILY

ORAL
344 DAY

Alanine aminotransferase increased ZYPREXA S ORAL 5 MG 1X PER 1 DAY
ORAL

84 DAY

Aspartate aminotransferase increased XANAX C  
Blood alkaline phosphatase increased  
Gamma-glutamyltransferase increased  
Protein urine present  

4137600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 4137600 EXPEDITED (15-DAY) Y HO,OT HQWYE552021APR04 < 1 DAY Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S ORAL 150 MG 1X PER 1 DAY  
Maternal exposure during pregnancy LABETALOL HCL C  
Induced labour  
Premature baby  
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5836106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5836106 EXPEDITED (15-DAY) Y HO HQWYE769228JUN05 < 1 DAY Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Birth trauma EFFEXOR XR S TRANSPLACENTAL SEE IMAGE 12 MTH
Caesarean section  
Horner's syndrome  
Maternal exposure during pregnancy  
Polydactyly  
Premature baby  
5927029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5927029 EXPEDITED (15-DAY) Y HO PHRM2005FR02966 47 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug reaction with eosinophilia and systemic
symptoms

TRILEPTAL S ORAL 60 mg/ml, BID 344 DAY NOVARTIS

Dermatitis exfoliative TEGRETOL LP S ORAL 800 mg, QD 82080 MIN
Urticaria EFFEXOR S ORAL 75 mg, TID 344 DAY
Rash pruritic ZYPREXA S ORAL 5 mg, QD 84 DAY
Face oedema ATACAND S ORAL 16 mg, QD  
Pyrexia XANAX C ORAL PRN  
Alanine aminotransferase increased  
Anaemia  
Aspartate aminotransferase increased  
Blood alkaline phosphatase increased  
Eosinophil count increased  
Gamma-glutamyltransferase increased  
Liver disorder  
Lymphopenia  
Proteinuria  
Renal tubular disorder  
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5931451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5931451 DIRECT Y HO 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcoholism EFFEXOR S ORAL EFFEXOR  300MG  QD

PO
 

Suicidal ideation ZOLOFT S ORAL ZOLOFT 150MG   QD
PO

 

Drug withdrawal syndrome COZAAR C  
Abnormal behaviour  
Decreased activity  
Family stress  
Feeling abnormal  
Feeling of despair  
Legal problem  
Marital problem  
Memory impairment  
5933416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5933416 DIRECT Y OT 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Galactorrhoea RISPERIDONE S ORAL 4 MG BEDTIME PO  JANSSEN
Hypothyroidism VENLAFAXINE S ORAL 150 MG MORNING PO  WYETH
Blood thyroid stimulating hormone increased  
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5935090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5935090 EXPEDITED (15-DAY) N DS,OT 2005156295 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain neoplasm LIPITOR S UNKNOWN UNKNOWN  
Nerve injury NEXIUM (ESOMEPRAZOLE) S UNKNOWN UNKNOWN  
Memory impairment NORTRIPTYLINE

HYDROCHLORIDE
S UNKNOWN UNKNOWN  

Pain in extremity EFFEXOR XR S UNKNOWN UNKNOWN  
Headache VALIUM S UNKNOWN UNKNOWN  
Brain injury CODEINE SULFATE S UNKNOWN UNKNOWN  

MORPHINE C  
CELEBREX C  

5935093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5935093 EXPEDITED (15-DAY) DS DEWYE136814NOV05 74 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL INCREASING DOSES

UP TO 375 MG PER
DAY, SEE IMAGE

66 DAY

Syncope PIPAMPERONE S ORAL 120 MG PER DAY  
Tendon rupture MAPROTILINE HYDROCHLORIDE S ORAL 25 MG PER DAY, 50

MG PER DAY, 75 MG
PER DAY

1 DAY

Dizziness MIRTAZAPINE (MIRTAZAPINE) S ORAL 60 MG PER DAY, 45
MG PER DAY

 

Bradycardia ZOPICLONE C  
Electroencephalogram abnormal DIOVAN HCT C  
Nervous system disorder DIOVAN C  

CARVEDILOL C  
RAMIPRIL C  
NITREPRESS (NITRENDIPINE) C  
PANTOZOL C  
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5935140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5935140 EXPEDITED (15-DAY) N DS,OT HQWYE551715NOV05 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S SEE IMAGE  
Abnormal behaviour  
Activities of daily living impaired  
Anger  
Antisocial behaviour  
Frustration  
Judgement impaired  
5936053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5936053 EXPEDITED (15-DAY) Y OT HQWYE651604APR04 25 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Hydronephrosis ABILIFY S ORAL 15 MG 1X PER 1 DAY,
ORAL

65 DAY

Limb malformation EFFEXOR S  
Foetal disorder OLANZAPINE (OLANZAPINE) C  
Foetal cardiac disorder HALOPERIDOL C  
Kidney small DICLOXACILLIN SODIUM C  
Foetal heart rate decreased ALPRAZOLAM (ALPRAZOLAM) C  
Ureteric dilatation  
5936213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5936213 EXPEDITED (15-DAY) Y OT GBWYE149917NOV05 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block right EFFEXOR XR S SEE IMAGE 4 YR
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5936263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 5936263 EXPEDITED (15-DAY) HO,OT DEWYE136714NOV05 70 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 5 DAY
Delirium AKINETON S ORAL SEE IMAGE 2 DAY

LERCANIDIPINE C  
MULTIBIONTA (ASCORBIC ACID/
CALCIUM PANTOTHENATE/
CYANOCOBALAMIN/
NICOTINAMIDE/PYRIDOXINE
HYDROCHLORIDE

C  

MIRTAZAPINE (MIRTAZAPINE) C  
6686648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2005 6686648 EXPEDITED (15-DAY) Y HO,OT DEWYE136514NOV05 75 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 12 DAY
Hyponatraemia TRIAMTERENE AND

HYDROCHLOROTHIAZIDE
S  

Polydipsia psychogenic PANTOZOL S ORAL 40 MG ORAL  
Blood potassium decreased PLAVIX S ORAL 75 MG ORAL  

ATORVASTATIN CALCIUM S ORAL 10 MG ORAL  
ENALAPRIL MALEATE S ORAL 15 MG ORAL  
LORAZEPAM C  
ZOLPIDEM TARTRATE C  
SOLIAN (AMISULPRIDE) C  
LEVOTHYROXINE SODIUM C  
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5927939FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Nov-2005 5927939 EXPEDITED (15-DAY) Y HO 2005CG01890 47 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug reaction with eosinophilia and systemic
symptoms

ATACAND S ORAL  

Depression EFFEXOR XR S ORAL 344 DAY
Tremor ZYPREXA S ORAL 84 DAY
Aspartate aminotransferase increased TEGRETOL LP S ORAL 57 DAY
Alanine aminotransferase increased TRILEPTAL S ORAL 344 DAY
Gamma-glutamyltransferase increased XANAX C  
Anaemia  
Blood alkaline phosphatase increased  
Liver disorder  
Renal tubular disorder  

5778470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5778470 EXPEDITED (15-DAY) Y OT HQWYE651604APR05 25 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart disease congenital VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy ABILIFY S 15 MG 1X PER 1 DAY 65 DAY
Kidney small EFFEXOR S  
Limb malformation OLANZAPINE (OLANZAPINE) C  
Congenital hydronephrosis HALOPERIDOL C  
Ureteric dilatation DICLOXACILLIN SODIUM C  
Finger deformity ALPRAZOLAM (ALPRAZOLAM) C  
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5860421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5860421 EXPEDITED (15-DAY) Y OT 2005089289 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Surgery DETROL LA S  
Enuresis EFFEXOR S ORAL ORAL  
Pruritus LOPRESSOR S ORAL ORAL  
Pain HYDROCORTISONE C  
Drug ineffective VITAMIN E C  
Therapeutic response decreased HYDROCODONE

(HYDROCODONE)
C  

5908432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5908432 EXPEDITED (15-DAY) Y HO,OT GBWYE050612OCT05 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL OVERDOSED ON 3150

MG
1 DAY

Tachycardia DIAZEPAM (DIAZEPAM) S ORAL OVERDOSED ON 5 MG
TABLETS (21
TABLETS)

1 DAY

Gait disturbance ALCOHOL S ORAL 1/2 BOTTLE 1 DAY
Abasia  
Alcohol withdrawal syndrome  
Confusional state  
Hallucination, visual  
Incontinence  
Musculoskeletal stiffness  
Mydriasis  
Tremor  
Vomiting  
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5934741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5934741 EXPEDITED (15-DAY) Y OT GBWYE138114NOV05 91 DAY Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction EFFEXOR S TRANSPLACENTAL TRANSPLACENTAL  
Haemangioma congenital CLOZAPINE S TRANSPLACENTAL TRANSPLACENTAL  
Congenital anomaly  
Maternal exposure during pregnancy  
5936727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5936727 EXPEDITED (15-DAY) Y OT HQWYE627618NOV05 < 1 DAY Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ankyloglossia congenital EFFEXOR S 75 MG 1X PER 1 DAY  
Haemangioma congenital VALPROATE SODIUM S ORAL 1.5 G 1X PER 1 DAY  
Anorectal disorder  
Maternal exposure during pregnancy  
5936749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5936749 EXPEDITED (15-DAY) Y HO BEWYE160922NOV05 74 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug intolerance EFFEXOR XR S ORAL 75 MG/ DAY, ORAL 15 DAY
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5936768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5936768 EXPEDITED (15-DAY) Y HO,OT NLWYE976514SEP05 21 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 7.8 G 1X PER 1 DAY 1 DAY
Blood pressure systolic increased  
Body temperature increased  
Depressed level of consciousness  
Disorientation  
Generalised tonic-clonic seizure  
Hyperhidrosis  
Leukocytosis  
Mydriasis  
Nausea  
Rhabdomyolysis  
Serotonin syndrome  
Sinus tachycardia  
Somnolence  
Suicide attempt  
Toxicity to various agents  
Troponin increased  
Vomiting  
5936830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5936830 EXPEDITED (15-DAY) Y HO,CA HQWYE626618NOV05 < 1 DAY Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart disease congenital VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 75 MG 1X PER 1 DAY  
Congenital anomaly  
Maternal exposure during pregnancy  
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5936881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5936881 EXPEDITED (15-DAY) Y OT HQWYE552215NOV05 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Balance disorder  
Dehydration  
Diarrhoea  
Dizziness  
Dysgraphia  
Loss of consciousness  
Mental impairment  
Paraesthesia  
Vision blurred  
5937305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5937305 EXPEDITED (15-DAY) DE 2005-DE-04721GD 45 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest MORPHINE S ORAL PO  
Cardiac arrest ACETAMINOPHEN\ASPIRIN

\CAFFEINE
S ORAL PO  

Overdose VENLAFAXINE S ORAL PO  
5937405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5937405 EXPEDITED (15-DAY) Y DE 2005-BP-19714RO 33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide MIRTAZAPINE (MIRTAZAPINE) S  
Intentional overdose GLYBURIDE (GLIBENCLAMIDE) S  

VENLAFAXINE S  
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5937409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5937409 EXPEDITED (15-DAY) Y DE 2005-BP-19669RO 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Miosis LORAZEPAM S  
Respiratory disorder ATROPINE\DIPHENOXYLATE

HYDROCHLORIDE
S  

Overdose VENLAFAXINE S  
HYDROCODONE
(HYDROCODONE)

C  

5937430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5937430 EXPEDITED (15-DAY) Y DE 2005-BP-19670RO 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose LORAZEPAM S  
Completed suicide VENLAFAXINE S  

ZOLPIDEM TARTRATE S  
5938966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5938966 EXPEDITED (15-DAY) Y OT HQWYE579516NOV05 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S ORAL ORAL  
Suicidal ideation ALCOHOL S ORAL ORAL  
5938982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5938982 EXPEDITED (15-DAY) Y OT HQWYE578416NOV05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR XR S EFFEXOR XR 37.5 MG

SPHEROIDS",
 

Intentional product misuse  
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5939161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5939161 EXPEDITED (15-DAY) Y OT HQWYE513911NOV05 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S  
Drug interaction SUBOXONE S  

WELLBUTRIN S ORAL 75 MG 2X PER 1 DAY,
ORAL

 

5939406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5939406 EXPEDITED (15-DAY) Y OT HQWYE600017NOV05 51 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hemihypertrophy EFFEXOR S 150 MG 1X PER 1 DAY  
5939422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5939422 EXPEDITED (15-DAY) Y DE GBWYE155621NOV05 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage EFFEXOR XR S ORAL 225MG  YR

DICLOFENAC SODIUM S PARENTERAL 100 MG 7 DAY
5939908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2005 5939908 EXPEDITED (15-DAY) Y HO,OT HQWYE592817NOV05 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Small intestinal perforation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

ATENOL (ATENOLOL) C  
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5906097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2005 5906097 EXPEDITED (15-DAY) Y DE,HO 2005GB02027 83 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia ATENOLOL S ORAL  ZENECA
Cardiac failure VENLAFAXINE HYDROCHLORIDE S ORAL 1 MTH
General physical health deterioration VENLAFAXINE HYDROCHLORIDE S ORAL  
No therapeutic response ASPIRIN C ORAL  

BENDROFLUAZIDE C ORAL  
LATANOPROST C OPHTHALMIC  
SENNA C ORAL ONE OR TWO 7.5MG

DOSE
 

TIMOLOL MALEATE C OPHTHALMIC  
ZOLPIDEM C ORAL  

5918773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2005 5918773 EXPEDITED (15-DAY) Y DE,HO GXKR2005GB01810 83 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure ATENOLOL S ORAL 50 MG QD ORAL  
Tachycardia EFFEXOR XR S ORAL 75 MG QD ORAL  
General physical health deterioration ASPIRIN C  
Drug ineffective BENDROFLUMETHIAZIDE C  

LATANOPROST C  
SENNA              (SENNA, SENNA
ALEXANDRINA)

C  

TIMOLOL MALEATE C  
ZOLPIDEM TARTRATE C  
UNSPECIFIED INGREDIENT C  
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5939953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2005 5939953 EXPEDITED (15-DAY) Y HO HQWYE597517NOV05 71 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY  
Head injury UNSPECIFIED INGREDIENT C  
Hypotension  

5787221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5787221 EXPEDITED (15-DAY) Y HO,LT GBWYE528623MAR05 17 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL SEE IMAGE 6 DAY
Generalised tonic-clonic seizure CANNABIS (CANNABIS) S  
Hypomania EFFEXOR XR S ORAL SEE IMAGE 75 DAY
Depressed mood FLUOXETINE S 20 MG 1X PER 1 DAY 112 DAY
Drug abuser  
Drug dose omission  
Drug withdrawal syndrome  
Incorrect dose administered  
5930411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5930411 EXPEDITED (15-DAY) CA PHFR2005GB03730 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Growth retardation CLOZAPINE S TRANSPLACENTAL  NOVARTIS
Haemangioma VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  
Congenital anomaly  
Maternal exposure during pregnancy  
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5937296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5937296 DIRECT N RI 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 75MG ONCE DAILY PO  WYETH AYERST
Impaired driving ability EFFEXOR XR S ORAL 37.5MG  ONCE DAILY

PO
 WYETH AYERST

Drug withdrawal syndrome  
5937846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5937846 EXPEDITED (15-DAY) Y OT HQWYE649021NOV05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S  
Drug withdrawal syndrome  
Suicidal ideation  
5938351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5938351 EXPEDITED (15-DAY) Y HO GXKR2005GB01968 32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia DIAZEPAM S 150 - 200 MG  
Gait disturbance EFFEXOR S 3150 MG  
Abasia ALCOHOL S  
Alcohol withdrawal syndrome  
Incontinence  
Intentional overdose  
Mydriasis  
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5939336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5939336 EXPEDITED (15-DAY) Y HO,LT GBWYE161022NOV05 61 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR XR S 300 MG  
Cardiac failure OLANZAPINE S ORAL 5 MG, ORAL  
Bundle branch block left  
5939897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5939897 EXPEDITED (15-DAY) HO 2005-134812-NL 40 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage MIRTAZAPINE S ORAL 30 MG; ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG BID; ORAL  
RISPERIDONE C  
CARBAMAZEPINE C  

5940036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5940036 EXPEDITED (15-DAY) Y OT NLWYE161822NOV05 61 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bruxism EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Tooth injury RISPERDAL C  
5940049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 5940049 EXPEDITED (15-DAY) Y LT HQWYE692123NOV05 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Aggression  
Akathisia  
Serotonin syndrome  
Suicidal ideation  
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6817891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2005 6817891 NON-EXPEDITED N 2005-03647 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased BUPROPION HYDROCHLORIDE S ORAL 150MG Twice per day  WATSON

EFFEXOR S UNKNOWN 75MG Unknown  WYETH
ALLEGRA-D S UNKNOWN  
ZYRTEC S UNKNOWN 5MG Per day  GLAXOSMITHKLINE
UNSPECIFIED INGREDIENT C  

5886688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2005 5886688 EXPEDITED (15-DAY) Y OT GBWYE985216SEP05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram T wave inversion EFFEXOR S 150MG  
Electrocardiogram T wave amplitude decreased  
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5923091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2005 5923091 EXPEDITED (15-DAY) Y HO,OT FRWYE096028OCT05 44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug eruption EFFEXOR S ORAL 150 MG DAILY  
Antinuclear antibody positive  
Antiphospholipid antibodies positive  
Arthralgia  
Back pain  
Blood alkaline phosphatase increased  
Culture throat positive  
Dysphagia  
Dysphonia  
Eyelid oedema  
Gamma-glutamyltransferase increased  
Localised oedema  
Lymphadenopathy  
Oropharyngeal swelling  
Pharyngeal disorder  
Salivary hypersecretion  
Swelling face  
5927708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2005 5927708 EXPEDITED (15-DAY) Y HO FRWYE118707NOV05 69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL 75 & 112.5 MG DAILY

ORAL
 

Blood pressure systolic increased ARIMIDEX C  
Deep vein thrombosis  
Dyspnoea  
Fall  
Tachycardia  
Transient ischaemic attack  
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5932408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2005 5932408 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0568804A

57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea WELLBUTRIN XL S ORAL 300MG Per day 0 DAY GLAXOSMITHKLINE
Somnolence EFFEXOR XR S 75MG Per day 0 DAY

ACTOS C  
GLIPIZIDE C  
ULTRAM C  

5932815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2005 5932815 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0579255A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise WELLBUTRIN XL S ORAL 150MG Unknown  GLAXOSMITHKLINE
Headache EFFEXOR S ORAL 150MG Unknown 2 YR
Drug ineffective  
Eye pain  
Feeling abnormal  
Nausea  
5937844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2005 5937844 DIRECT N DE 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S INFO NOT

CURRENTLY AVAIL
CHECK WITH
WALGREENS

 

Asphyxia  
Completed suicide  
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5941021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2005 5941021 EXPEDITED (15-DAY) Y OT HQWYE512311NOV05 27 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR XR S ORAL 75 & 150 & 75 MG 1X

PER 1 DAY ORAL
 

Suicidal ideation EFFEXOR C  

5940896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2005 5940896 EXPEDITED (15-DAY) Y OT GBWYE177925NOV05 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polydactyly EFFEXOR S ORAL SEE IMAGE, ORAL  
Premature baby VALPROATE SODIUM S ORAL 800 MG 2X PER 1 DAY,

ORAL
 

Congenital anomaly  
Maternal exposure during pregnancy  

5858931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2005 5858931 EXPEDITED (15-DAY) N OT HQWYE437025JUL05 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR XR S  
Drug dependence  
Nonspecific reaction  
Refusal of treatment by patient  
Serotonin syndrome  
Suicide attempt  
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5939371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2005 5939371 EXPEDITED (15-DAY) Y DS HQWYE149521OCT05 66 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL SEE IMAGE  
Drug interaction COUMADIN S "5 MG DEPENDING ON

INR"
 

International normalised ratio decreased LANOXIN C  
Medication error THIAMINE (THIAMINE) C  
Condition aggravated NOVOSEMIDE (FUROSEMIDE) C  
Treatment noncompliance  
5942170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2005 5942170 EXPEDITED (15-DAY) Y OT ESWYE178528NOV05 80 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucinations, mixed VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER DAY,

ORAL
62 DAY

5938512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2005 5938512 DIRECT N DS,LT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 1 ONCE A 'DAY PO  
Suicidal ideation PROZAC S ORAL 1 ONCE A DAY PO  
5941905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2005 5941905 EXPEDITED (15-DAY) Y OT HQWYE689623NOV05 46 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY  
Vision blurred  
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5942591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2005 5942591 EXPEDITED (15-DAY) Y OT HQWYE298028OCT05 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S SEE IMAGE  
Decreased appetite GLUCOPHAGE C  
Disturbance in attention LEVOXYL C  
Feeling jittery DARVOCET-N 50 C  
Homicidal ideation  
Hyperhidrosis  
Suicidal ideation  

5859771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5859771 EXPEDITED (15-DAY) Y OT HQWYE453625JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S SEE IMAGE  
Cerebrovascular accident  
Dizziness  
Drug withdrawal syndrome  
Hypoaesthesia  
Nausea  
5884290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5884290 EXPEDITED (15-DAY) Y HO,OT NLWYE976714SEP05 31 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome ALCOHOL (ETHANOL) C  
Bipolar I disorder PRAXITEN PLIVA (OXAZEPAM)

(OXAZEPAM)
C  

Alcoholism  
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5936338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5936338 EXPEDITED (15-DAY) N OT CA-ROCHE-426497 30 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor CLONAZEPAM S UNKNOWN  ROCHE
Intentional overdose PHENYTOIN S UNKNOWN  
Somnolence EFFEXOR XR S UNKNOWN  
Nystagmus SERTRALINE HYDROCHLORIDE S UNKNOWN  
Convulsion ADVIL S UNKNOWN  
Pulmonary oedema  
Sepsis  
Tachycardia  
5936348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5936348 EXPEDITED (15-DAY) N OT CA-ROCHE-426714 35 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia CLONAZEPAM S UNKNOWN  ROCHE
Drug abuser EFFEXOR S UNKNOWN  
Hypertension  
Pain in extremity  
Restlessness  
Somnolence  
Suicide attempt  
Tremor  
5942799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5942799 EXPEDITED (15-DAY) Y HO,OT ESWYE174325NOV05 67 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stupor VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 1 MTH
Antidepressant drug level increased ANAFRANIL S ORAL SEE IMAGE  
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5942975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5942975 EXPEDITED (15-DAY) Y OT NLWYE197501DEC05 38 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Condition aggravated UNSPECIFIED INGREDIENT C  
Oedema  
Weight increased  
5943009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5943009 EXPEDITED (15-DAY) Y DE GBWYE189729NOV05 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage EFFEXOR S ORAL 75 MG 2X PER 1 DAY  

DEPO-PROVERA S INTRAMUSCULAR  
5943011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5943011 EXPEDITED (15-DAY) Y HO GBWYE880303AUG05 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S ORAL SEE IMAGE  
Uterine leiomyoma VALPROATE SODIUM S ORAL 800 MG 2X PER 1 DAY  
Pregnancy  
Premature labour  
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5943196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5943196 EXPEDITED (15-DAY) Y 2005-135211-NL 75 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation MIRTAZAPINE S ORAL 45 MG  
Orthostatic hypotension VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 19 MTH
Treatment noncompliance BISOPROLOL S ORAL 10 MG/5 MG  

FUROSEMIDE S ORAL  
METFORMIN HYDROCHLORIDE C  
INSULIN ASPART C  

5946626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2005 5946626 EXPEDITED (15-DAY) Y OT NLWYE197601DEC05 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Blood pressure diastolic increased UNSPECIFIED INGREDIENT C  

5947263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2005 5947263 EXPEDITED (15-DAY) Y DE 2005162622 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage DEPO-PROVERA S INTRAMUSCULAR (1ST INJECTION),

INTRAMUSCULAR
 

VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG (75 MG, TWICE
DAILY), ORAL
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5938017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2005 5938017 EXPEDITED (15-DAY) Y OT NL-ROCHE-423945 59 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ORLISTAT S UNKNOWN  ROCHE
Long QT syndrome MIRTAZAPINE C  
Toxicity to various agents VALPROIC ACID C  
Blood potassium decreased IBUPROFEN C  
Diarrhoea VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Blood glucose decreased LITHIUM S UNKNOWN TAKEN IN THE

EVENING.
 

Angina pectoris  
Pallor  
5941044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2005 5941044 EXPEDITED (15-DAY) Y HO,OT GBWYE169524NOV05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oral candidiasis EFFEXOR S 150MG,  
Poor sucking reflex OLANZAPINE S ORAL 10MG  
Maternal exposure during pregnancy  
Neonatal disorder  
Somnolence neonatal  
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5947651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2005 5947651 EXPEDITED (15-DAY) N OT HQWYE729629NOV05 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomegaly EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Anger  
Diarrhoea  
Influenza like illness  
Nausea  
Nightmare  
Pruritus  
5948434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2005 5948434 EXPEDITED (15-DAY) Y HO DSA_27465_2005 63 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LORAZEPAM S ORAL DF ONCE PO  
Gastrointestinal sounds abnormal TRIMIPRAMINE MALEATE S ORAL 50 TAB ONCE PO  
Somnolence STILNOX S ORAL DF ONCE PO  
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL 500 MG ONCE PO  
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5948587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2005 5948587 EXPEDITED (15-DAY) Y HO,DS HQWYE816802DEC05 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation AMBIEN C  
Arthralgia  
Depression  
Diplopia  
Disturbance in attention  
Panic attack  
Paraesthesia  
Refusal of treatment by patient  
Tinnitus  
Vision blurred  
5948912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Dec-2005 5948912 EXPEDITED (15-DAY) Y DE MK200512-0085-1 50 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ANAFRANIL S  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S  

OLANZAPINE S  

5879846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2005 5879846 EXPEDITED (15-DAY) Y HO,OT GBWYE877302AUG05 < 1 DAY Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeding disorder neonatal EFFEXOR XR S TRANSPLACENTAL 150MG, FREQUENCY

UNKNOWN,
TRANSPLACENTAL

 

Poor sucking reflex OLANZAPINE (OLANZAPINE) S TRANSPLACENTAL SEE IMAGE  
Maternal exposure during pregnancy  
Oral candidiasis  
Somnolence neonatal  
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5948533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2005 5948533 DIRECT N LT,OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 2 PILLS  ONCE DAY

OR A & PM PO
 

Suicidal ideation EFFEXOR XR S ORAL 1 PILL DAILY AM OR
PM  PO

 

Cold sweat  
Dizziness  
Drug dose omission  
Impaired driving ability  
Tremor  
5948577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2005 5948577 DIRECT OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Personality change EFFEXOR S  WYETH
Emotional disorder  
Partner stress  
Weight increased  
5948777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2005 5948777 EXPEDITED (15-DAY) OT HQWYE913208DEC05 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alpha 1 foetoprotein decreased EFFEXOR S  
Foetal death  
Maternal exposure during pregnancy  
Oligohydramnios  
Ultrasound antenatal screen abnormal  
Unintended pregnancy  
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Detailed Report
5950249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2005 5950249 EXPEDITED (15-DAY) Y OT GBWYE997124AUG04 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cytogenetic abnormality EFFEXOR S  
Abortion spontaneous  
Maternal exposure during pregnancy  
Pathological fracture  
Pulmonary artery atresia  
Renal aplasia  
Trisomy 21  
Ventricular septal defect  

5843760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2005 5843760 EXPEDITED (15-DAY) Y HO,OT FRWYE805006JUL05 40 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriospasm coronary EFFEXOR S ORAL 2 DOSES DAILY  
5934949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2005 5934949 EXPEDITED (15-DAY) Y HO PHBS2005FR17166 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinoatrial block TEGRETOL S ORAL 1440 MIN NOVARTIS
Electrocardiogram QRS complex abnormal ANAFRANIL S ORAL 1440 MIN
Coma TRANXENE T-TAB S ORAL 1440 MIN
Endotracheal intubation ZOPICLONE S ORAL 1440 MIN
Coma scale abnormal EFFEXOR S ORAL 1440 MIN
Intentional product misuse ESCITALOPRAM OXALATE S ORAL 1440 MIN
Overdose  
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Detailed Report
5951093FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2005 5951093 EXPEDITED (15-DAY) Y HO FRWYE199802DEC05 61 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Endocarditis bacterial EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY  
Alpha haemolytic streptococcal infection  
Pancytopenia  
5951096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2005 5951096 EXPEDITED (15-DAY) Y OT GBWYE417511FEB05 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR XR S ORAL 75MG, ORAL  
Maternal exposure during pregnancy  
Premature labour  

5922901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2005 5922901 EXPEDITED (15-DAY) Y HO HQWYE199924OCT05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR S "HIGH" DOSE  
Head injury LITHIUM CARBONATE S "HIGH " DOSE  
Hepatic function abnormal PEGINTRON S SUBCUTANEOUS 80 UG 1X PER 1 WK,

SUBCUTANEOUS
 

Hallucination, visual REBETOL S ORAL 800 MG 1X PER 1 DAY,
ORAL

 

Mental disorder RISPERDAL C  
Refusal of treatment by patient ZOLOFT C  

XANAX C  
DEPAKOTE C  
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Detailed Report
5951139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2005 5951139 EXPEDITED (15-DAY) Y OT GBWYE217809DEC05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S 1 DAY
Convulsion  
Drug withdrawal syndrome  
Myalgia  
5951398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2005 5951398 EXPEDITED (15-DAY) Y OT HQWYE205221MAR05 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Breech presentation AMBIEN C  
Drug dependence LAMICTAL C  
Drug withdrawal syndrome ATIVAN C  
Caesarean section  
Failed trial of labour  
Pregnancy  

5940688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2005 5940688 EXPEDITED (15-DAY) N HO,OT,RI DSA_27467_2005 21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy ATIVAN S DF  
Insomnia EFFEXOR S ORAL 37.5 MG QD PO  
Prolonged pregnancy SYNTHROID C  
Caesarean section  
Tremor  
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Detailed Report
5950653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2005 5950653 DIRECT N OT 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR XR S ORAL 1 DAILY PO  
5951752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2005 5951752 EXPEDITED (15-DAY) Y HO GBWYE224212DEC05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S  
5951786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2005 5951786 EXPEDITED (15-DAY) Y DS FRWYE216008DEC05 64 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S ORAL 75 MG DAILY ORAL 92 DAY
Balance disorder DEPAKENE C  
Akinesia  
Cogwheel rigidity  
Parkinsonian rest tremor  
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Detailed Report
5951787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2005 5951787 EXPEDITED (15-DAY) Y HO FRWYE219109DEC05 51 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholangitis EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY

ORAL
62 DAY

Transaminases increased ALCOHOL S ORAL PROBABLE
EXAGGERATION OF
ALCOHOL
CONSUMPTION ORAL

 

Thrombocytopenia PRAVASTATIN C  
Hyponatraemia OLMETEC (OLMESARTAN

MEDOXOMIL)
C  

Cholelithiasis  
Condition aggravated  
Hypercholesterolaemia  
Hypertriglyceridaemia  
Hypoalbuminaemia  
Immunoglobulins increased  
Lipase increased  
Pyrexia  
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3879428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2005 3879428 EXPEDITED (15-DAY) Y HO,DS,LT HQ5637406DEC2002 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory failure EFFEXOR XR S ORAL UNKNOWN, ORAL  
Cyanosis CANNABIS SATIVA SUBSP.

SATIVA FLOWERING TOP
S INHALATION UNKNOWN,

INHALATION
 

Foaming at mouth METHADONE HYDROCHLORIDE S 10 MG 3X PER 1 DAY  
Coma PROTONIX S ORAL 40 MG 1X PER 1 DAY,

ORAL
 

Brain injury REMERON S 15 MG 1X PER 1 DAY  
Drug dependence  
Drug screen positive  
Impaired work ability  
5951197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2005 5951197 DIRECT N HO,LT 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL 150MG   B.I.D.   PO  
Drug dependence  
Feeling abnormal  
Psychotic disorder  
Suicidal ideation  
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Detailed Report
5952157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2005 5952157 EXPEDITED (15-DAY) N DS HQWYE891607DEC05 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Diarrhoea EFFEXOR S ORAL SEE IMAGE  
Abdominal pain upper XANAX C  
Temperature intolerance PREVACID C  
Anxiety  
Condition aggravated  
Disturbance in attention  
Drug effect decreased  
Drug withdrawal syndrome  
Gait disturbance  
Headache  
Hiccups  
Meniere's disease  
Vision blurred  
Weight decreased  
Weight increased  
5952168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2005 5952168 EXPEDITED (15-DAY) OT GBWYE218109DEC05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR S  
Onychomadesis  
Skin exfoliation  
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Detailed Report
5952471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2005 5952471 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL 75MG  ONE PER DAY

PO
 WYETH AYERST

Drug withdrawal syndrome  
Feeling abnormal  
Loss of employment  
Pain  
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Detailed Report
5951702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2005 5951702 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S ORAL 300MG    1XDAY   PO 4 YR WYETH AYERST
Abnormal behaviour  
Aggression  
Alcoholism  
Amnesia  
Confusional state  
Diarrhoea  
Dissociation  
Drug withdrawal syndrome  
Gait disturbance  
Impaired work ability  
Mania  
Nervous system disorder  
Nightmare  
Oedema  
Panic attack  
Psychotic disorder  
Pyrexia  
Social phobia  
Suicidal ideation  
Thinking abnormal  
Tremor  
Vomiting projectile  
Weight increased  
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Detailed Report
5951703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2005 5951703 DIRECT N DS,OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 150 MGS.,  75 MGS,

37.5 MGS.   1 TIME
DAILY PO

 WYETH

Activities of daily living impaired  
Affect lability  
Anger  
Anxiety  
Confusional state  
Diarrhoea  
Drug dependence  
Drug ineffective  
Drug withdrawal syndrome  
Feeling abnormal  
Incoherent  
Insomnia  
Micturition urgency  
Nausea  
Panic disorder  
Paraesthesia  
Pollakiuria  
Pruritus generalised  
Psychomotor hyperactivity  
Thinking abnormal  
Vertigo  
Visual impairment  

Page: 1,518 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5952441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2005 5952441 DIRECT N DE 20 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75MG  ONE A DAY PO 6 MTH WYETH
Psychotic disorder EFFEXOR XR S ORAL 35.7MG  ONE A DAY

PO
 WYETH

Feeling abnormal  
Intentional self-injury  
Pain  
Product quality issue  
5952462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2005 5952462 EXPEDITED (15-DAY) Y OT HQWYE940512DEC05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S 150 MG 1X PER 1 DAY  
Premature separation of placenta RITALIN C  
Premature labour WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

GEODON C  
5952496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2005 5952496 DIRECT N RI 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tinnitus EFFEXOR S ORAL 37.5MG ONCE DAILY

PO
 WYETH AYERST

Deafness bilateral  
Ear disorder  
Effusion  
Electric shock  
Paraesthesia  
Vertigo  
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Detailed Report
5952544FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2005 5952544 EXPEDITED (15-DAY) Y DE MK200512-0239-1 17 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TRAMADOL HYDROCHLORIDE S ORAL PO  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S  

METHAMPHETAMINE
HYDROCHLORIDE

S  

5952818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2005 5952818 EXPEDITED (15-DAY) Y DE MK200511-0174-1 45 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest MORPHINE SULFATE S  
Cardiac arrest ACETAMINOPHEN\ASPIRIN

\CAFFEINE
S  

Overdose VENLAFAXINE HYDROCHLORIDE S  
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Detailed Report
5969177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2005 5969177 EXPEDITED (15-DAY) Y HO,OT A-US2005-10970 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukopenia TRACLEER S ORAL 125 & 62.5 MG, BID,

ORAL
 

Pneumonia EFFEXOR S  
Hypoxia ACTOS S  
Aspiration ALBUTEROL (SALBUTAMOL) C  
Haemoptysis COUMADIN C  
Chronic obstructive pulmonary disease SPIRONOLACTONE C  
Respiratory tract infection LASIX C  
Hepatic enzyme increased SALMETEROL C  
Hypertension SPIRIVA C  
Hyperglycaemia OXYGEN C  
Condition aggravated  
Emphysema  
Flushing  
Haematocrit increased  
Headache  

3891444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 3891444 NON-EXPEDITED Y OT HQ2454724MAY2002 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
White blood cell count increased EFFEXOR XR S OPHTHALMIC 112.5 MG 1X PER 1

DAY, ORAL
 

Lymphocyte count increased  
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Detailed Report
4071665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 4071665 NON-EXPEDITED Y OT HQWYE114408MAY03 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroiditis EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Type 1 diabetes mellitus KLONOPIN C  
Exostosis GABITRIL C  
Nervous system disorder LOPRESSOR C  
Visual impairment VALDECOXIB C  
5703759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5703759 NON-EXPEDITED N OT HQWYE206123SEP04 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombophlebitis EFFEXOR XR S ORAL SEE IMAGE  
Drug interaction COUMADIN S ORAL SEE IMAGE  
International normalised ratio decreased WELLBUTRIN XL S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

ZYPREXA C  
KLONOPIN C  

5707334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5707334 NON-EXPEDITED Y DS HQWYE554206OCT04 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR XR S ORAL SEE IMAGE  
Drug ineffective KLONOPIN C  

KLONOPIN C  
KLONOPIN C  
LAMICTAL C  

Page: 1,522 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5707709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5707709 NON-EXPEDITED Y HO,DS,OT HQWYE123020SEP04 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Condition aggravated PANCREASE (PANCRELIPASE) C  
ATIVAN C  
BENTYL C  
PRILOSEC C  

5948583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5948583 EXPEDITED (15-DAY) Y HO HQWYE792101DEC05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Premature baby RITALIN S TRANSPLACENTAL TRANSPLACENTAL  
Drug withdrawal syndrome neonatal WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

Irritability GEODON C  
Agitation neonatal  
Feeding disorder neonatal  
Neonatal disorder  
5952568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5952568 DIRECT Y OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR XR S ORAL 75MG DAILY PO 5 MTH WYETH
Hallucination, auditory EFFEXOR XR S ORAL 37.5MG  DAILY PO  WYETH
Nightmare  
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Detailed Report
5952637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5952637 DIRECT Y 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR XR S  WYETH
Cardiac flutter  
Ventricular extrasystoles  
5965296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965296 NON-EXPEDITED Y OT HQWYE169717MAR05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bladder spasm EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

5965298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965298 NON-EXPEDITED N OT HQWYE149021OCT05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 150 MG, FREQUENCY  
Crying  
5965299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965299 NON-EXPEDITED Y OT HQWYE142115MAR05 54 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 187.5 MG 1X PER 1

DAY, ORAL
 

Obsessive-compulsive disorder LISINOPRIL (LISINOPRIL) C  
Confusional state ZOCOR C  

KLONOPIN C  
ATENOLOL (ATENOLOL) C  
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Detailed Report
5965304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965304 NON-EXPEDITED Y OT HQWYE127819APR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Genital haemorrhage EFFEXOR XR S "4TH DAY OF 37.5 MG"  

VIAGRA C  
5965305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965305 NON-EXPEDITED Y OT HQWYE120604FEB05 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome  
Hypersomnia  
Lethargy  
5965310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965310 NON-EXPEDITED Y OT HQWYE091318APR05 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Antidepressant drug level increased IMIPRAMINE S ORAL SEE IMAGE  
BUSPIRONE (BUSPIRONE
HYDROCHLORIDE)

C  

PLAVIX C  
LIPITOR C  
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Detailed Report
5965317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965317 NON-EXPEDITED Y OT HQWYE087324AUG05 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Hyperhidrosis ESTROGENS (ESTROGENS) C  
Alopecia  
Balance disorder  
Diarrhoea  
Mental impairment  
Nausea  
Paraesthesia  
5965321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965321 NON-EXPEDITED Y OT HQWYE053817DEC04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S 75 MG (FREQUENCY

UNKNOWN)
 

Burning sensation  
5965322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965322 NON-EXPEDITED Y OT HQWYE048108JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 150MG (FREQUENCY

UNSPECIFIED)
6 WEEK

Lhermitte's sign  
Nausea  
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5965326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965326 NON-EXPEDITED Y OT HQWYE040216DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR XR S ORAL SEE IMAGE  
Unevaluable event DEPAKOTE C  
Anxiety  
Drug withdrawal syndrome  
5965391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965391 NON-EXPEDITED N DE HQWYE108120DEC04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
Emotional disorder  
5965393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965393 NON-EXPEDITED Y OT HQWYE111011JUL05 81 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Condition aggravated MULTIVITAMINS, PLAIN
(MULTIVITAMINS, PLAIN)

C  

Visual impairment UNSPECIFIED INGREDIENT C  
CALCIUM C  
FOSAMAX C  
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5965394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965394 NON-EXPEDITED N HO HQWYE111219APR05 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL ORAL; 300 MG, ORAL  
Condition aggravated PAXIL CR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Drug withdrawal syndrome PROVIGIL C  
Migraine KLONOPIN C  
Dizziness  
Feeling hot  
Malaise  
Memory impairment  
Nausea  
Night sweats  
Pruritus  
Thirst  
Vomiting  
5965395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965395 NON-EXPEDITED N OT HQWYE119120OCT05 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; 300 MG 1X PER
1 DAY, ORAL;
"WEANING", ORAL

 

Headache UNSPECIFIED INGREDIENT C  
Back pain  
Constipation  
Epistaxis  
Insomnia  
Weight decreased  
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5965419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965419 NON-EXPEDITED N OT HQWYE125427OCT04 69 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL INTENTIONALLY TOOK

A SECOND DOSE OF
EFFEXOR XR 12
HOURS AFTER THE
FIRST (OVERDOSE
AMOUNT), ORAL

 

Intentional overdose POTASSIUM C  
5965425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965425 NON-EXPEDITED N OT HQWYE129220OCT05 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL

 

Agitation  
Depression  
Nervousness  
Suicidal ideation  
5965428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965428 NON-EXPEDITED N OT HQWYE129321DEC04 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5965430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965430 NON-EXPEDITED Y OT HQWYE130502JUN05 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
White blood cell count decreased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
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5965434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965434 NON-EXPEDITED Y OT HQWYE134802JUN05 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic enzyme increased EFFEXOR XR S 150 MG 1X PER 1 DAY  
5965439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965439 NON-EXPEDITED Y OT HQWYE757908AUG05 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S 225 MG 1X PER 1 DAY,  
5965446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965446 NON-EXPEDITED Y OT HQWYE768428JUN05 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
5965448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965448 NON-EXPEDITED Y HO HQWYE780007DEC04 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL TAPERED OFF, ORAL;

37.5 MG, ORAL
 

Hypertension LAMICTAL C  
Dizziness  
Nausea  
5965452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965452 NON-EXPEDITED Y HO,OT HQWYE785907APR05 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Suicide attempt AMBIEN S  

DEPO-PROVERA C  
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5965455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965455 NON-EXPEDITED Y OT HQWYE793003MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

REMERON S ORAL 30 MG 1X PER 1 DAY,
ORAL

 

5965458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965458 NON-EXPEDITED Y OT HQWYE794621JAN05 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG "3 TAB", ORAL;

DOSE DECREASED,
ORAL

1 YR

Condition aggravated VALPROIC ACID C  
5965472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965472 NON-EXPEDITED N OT HQWYE795709AUG05 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Dizziness LOPRESSOR C  
Mood swings METOPROLOL TARTRATE C  
Hot flush PLAVIX C  
Asthenia ASPIRIN (ACETYLSALICYLIC

ACID)
C  

TRAZODONE (TRAZODONE) C  
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5965598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965598 NON-EXPEDITED Y OT HQWYE282407SEP05 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S SEE IMAGE  
Drug ineffective HYZAAR C  
Condition aggravated WELLBUTRIN XL C  
Drug withdrawal syndrome HYDROCHLOROTHIAZIDE

(HYDROCHOROTHIAZDE)
C  

Chest discomfort  
Cough  
Decreased appetite  
Disturbance in attention  
Headache  
Palpitations  
Pulmonary congestion  
Pyrexia  
Sinus tachycardia  
Weight decreased  
5965602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965602 NON-EXPEDITED N HO,OT HQWYE285006JUN05 68 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure congestive EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

VASOTEC C  
SEROQUEL C  
REMERON C  
LASIX C  
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5965604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965604 NON-EXPEDITED Y OT HQWYE291520JUL05 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Visual impairment KLONOPIN C  
Condition aggravated  
Coordination abnormal  
Depression  
5965608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965608 NON-EXPEDITED Y HO,OT HQWYE298520JUL05 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Suicide attempt OLANZAPEM (OLANZAPEM) C  
FLUOXETINE C  

5965611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965611 NON-EXPEDITED Y DS,OT HQWYE301231DEC04 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Platelet count decreased EFFEXOR XR S ORAL SEE IMAGE  
Contusion IBUPROFEN (IBUPROFEN) C  
Dizziness  
Drug withdrawal syndrome  
Feeling abnormal  
Tinnitus  
5965613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965613 NON-EXPEDITED Y HO,OT HQWYE317208JUN05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 75 MG 1X PER DAY,

ORAL
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5965620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965620 NON-EXPEDITED Y OT HQWYE342910NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL  
5965623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965623 NON-EXPEDITED Y OT HQWYE344424MAR05 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood alkaline phosphatase increased EFFEXOR XR S ORAL 75 MG (FREQUENCY

UNKNOWN), ORAL
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5965629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965629 NON-EXPEDITED Y DE HQWYE352124MAR05 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL "LARGE NUMBER OF

PILLS" (OVERDOSE
AMOUNT), ORAL

 

Completed suicide ULTRAM S ORAL (OVERDOSE AMOUNT)
ORAL

 

VICODIN S HIGH LEVELS
(OVERDOSE AMOUNT)

 

WELLBUTRIN XL S ORAL OVERDOSE AMOUNT
UNKNOWN, ORAL

 

NEXIUM (ESOMEPRAZOLE) C  
PHENERGAN C  
TRICOR C  
URECHOLINE C  
ESTRADIOL C  
LEVOTHROID C  
AMBIEN C  
GLUCOTROL C  
TRILEPTAL C  
CLARITIN C  
LISINOPRIL (LISINOPRIL) C  
KLONOPIN C  
SKELAXIN C  
AVANDIA C  

5965634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965634 NON-EXPEDITED Y OT HQWYE058511MAR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Suicide attempt  
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5965642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965642 NON-EXPEDITED N OT HQWYE062426OCT04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 75 MG 1X PER 1 DAY  
Drug withdrawal syndrome  
Feeling abnormal  
Headache  
Nightmare  
Nonspecific reaction  
Somnolence  
Weight increased  
5965647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965647 NON-EXPEDITED Y OT HQWYE065101JUN05 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

5965652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965652 NON-EXPEDITED Y OT HQWYE071603FEB05 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic function abnormal EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Malaise PROTONIX C  
Nausea REMERON C  

MARINOL C  
5965655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965655 NON-EXPEDITED Y OT HQWYE077818APR05 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
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5965658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965658 NON-EXPEDITED Y OT HQWYE082018APR05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic shock EFFEXOR XR S  
5965663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965663 NON-EXPEDITED Y DE HQWYE089124AUG05 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL SEE IMAGE 1 WEEK
5965689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965689 NON-EXPEDITED Y DS HQWYE103425AUG05 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Ventricular extrasystoles CLONIDINE TRANSDERMAL
SYSTEM

C  

Chest pain XANAX C  
5965692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965692 NON-EXPEDITED Y DE HQWYE103711JUL05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL 2 WEEK
5965693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965693 NON-EXPEDITED Y OT HQWYE799607APR05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
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5965700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965700 NON-EXPEDITED Y DS HQWYE827220MAY05 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Dizziness  
Nausea  
Somnolence  
5965703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965703 NON-EXPEDITED Y HO HQWYE834705OCT05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage EFFEXOR XR S ORAL 112. MG 1X PER 1

DAY, ORAL
 

5965708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965708 NON-EXPEDITED Y OT HQWYE848211AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIIth nerve paralysis EFFEXOR XR S  
5965710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965710 NON-EXPEDITED Y OT HQWYE849804MAR05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S  
5965712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965712 NON-EXPEDITED Y OT HQWYE852425JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood alkaline phosphatase increased EFFEXOR XR S  
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5965717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965717 NON-EXPEDITED N HO HQWYE860708DEC04 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL SEE IMAGE  
Arrhythmia NORVASC C  
Extrasystoles IMDUR C  

NEXIUM (ESOMEPRAZOLE) C  
LOPRESSOR C  
PLAVIX C  
ZOCOR C  
TOPAMAX C  
VITAMIN D (ERGOCALCIFEROL) C  
CALCUM (CALCIUM) C  
NITROGLYCERIN
"A.L." (GLYCERYL TRINITRATE)

C  

FLEXERIL C  
PERCOCET C  
ASPIRIN C  

5965719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965719 NON-EXPEDITED Y OT HQWYE863308APR05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S  
5965720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965720 NON-EXPEDITED Y HO,OT HQWYE874623MAY05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular tachycardia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Arrhythmia DEPAKOTE C  
LIDOCAINE C  
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5965796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965796 NON-EXPEDITED N OT HQWYE036716DEC04 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S 150 MG 1X PER 1 DAY  
Feeling jittery  
5965802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965802 NON-EXPEDITED N OT HQWYE038316DEC04 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Irritability FLEXERIL C  
Night sweats TRAMADOL HYDROCHLORIDE C  
Unevaluable event ACETAMINOPHEN C  
Insomnia  
Paraesthesia  
5965812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965812 NON-EXPEDITED N OT HQWYE036016DEC04 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 37.5 MG 1X PER 1 TOT,

ORAL
 

Decreased appetite ORTHO EVRA C  
Coordination abnormal  
Disturbance in attention  
Somnolence  
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5965822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965822 NON-EXPEDITED Y OT HQWYE027802FEB05 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE 1 WEEK
Tearfulness BUPROPION HYDROCHLORIDE C  
Dizziness  
Irritability  
Nausea  
Panic attack  
Paraesthesia  
Vision blurred  
5965830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965830 NON-EXPEDITED Y OT HQWYE026702FEB05 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy test false positive EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

TRAZODONE HYDROCHLORIDE C  
NEURONTIN C  
GEODON C  

5965836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965836 NON-EXPEDITED Y OT HQWYE020414APR05 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Paraesthesia PRILOSEC C  
Insomnia  
Nightmare  
Psychomotor hyperactivity  
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5965837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965837 NON-EXPEDITED Y OT HQWYE018110MAR05 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection EFFEXOR XR S ORAL SEE IMAGE  
Breast cyst  
Breast discharge  
5965842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965842 NON-EXPEDITED N OT HQWYE012113APR05 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease EFFEXOR XR S ORAL SEE IMAGE  
Concomitant disease progression STALEVO (CARBIDOPA/

ENTACAPONE/LEVODOPA)
C  

Dry mouth KLONOPIN C  
Dysphagia  
Nausea  
5965845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965845 NON-EXPEDITED Y OT HQWYE001427MAY05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL "37.5/75 MG ONCE

DAILY" , ORAL
 

ALCOHOL (ETHANOL) C  
5965847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965847 NON-EXPEDITED Y DS,OT HQWYE006710MAR05 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Dizziness  
Nausea  
Rash  
Urticaria  
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5965870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965870 NON-EXPEDITED Y HO,LT,OT HQWYE012418AUG05 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 7.5 GRAMS

(ESTIMATED
OVERDOSE AMOUNT),
ORAL

 

Suicide attempt WELLBUTRIN XL S ORAL 3 GRAMS (ESTIMATED
OVERDOSE AMOUNT),
ORAL

 

Generalised tonic-clonic seizure  
Tachycardia  
5965878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965878 NON-EXPEDITED Y DE HQWYE019325OCT04 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Completed suicide GEODON C  

PREMARIN C  
KLONOPIN C  

5965883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965883 NON-EXPEDITED Y OT HQWYE020014APR05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5965889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965889 NON-EXPEDITED Y HO HQWYE034307JUL05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S ORAL 37.5 MG/OR 75 MG,

ORAL
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5965894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965894 NON-EXPEDITED Y HO,LT,OT HQWYE038102FEB05 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

ACCUPRIL C  
ACYCLOVIR C  

5965898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965898 NON-EXPEDITED N OT HQWYE038114OCT05 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL ORAL  
5965901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965901 NON-EXPEDITED Y HO,OT HQWYE046608JUL05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S DOSE CHANGE  
Condition aggravated  
Depression  
5965907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965907 NON-EXPEDITED Y HO,OT HQWYE052717DEC04 82 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

LIPITOR C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

EPOGEN C  
NORVASC C  
CARDURA C  
LOPRESSOR C  
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5965909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965909 NON-EXPEDITED Y OT HQWYE056426OCT04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S  
5965917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965917 NON-EXPEDITED Y OT HQWYE058111MAR05 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE  

SEROQUEL C  
5965941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965941 NON-EXPEDITED N OT HQWYE366316FEB05 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Feeling abnormal OXYCODONE (OXYCODONE) C  
Nightmare ZANAFLEX C  
Electric shock  
Night sweats  
Paraesthesia  
5965947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965947 NON-EXPEDITED N OT HQWYE345815FEB05 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Abnormal dreams  
Feeling abnormal  
Insomnia  

Page: 1,545 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5965965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965965 NON-EXPEDITED Y OT HQWYE272206JUN05 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid neoplasm EFFEXOR XR S 75 MG 1X PER 1 DAY  
Adenoma benign EFFEXOR S 37.5 MG 2X PER 1 DAY  
5965969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965969 NON-EXPEDITED Y OT HQWYE270419JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tic EFFEXOR XR S ORAL ORAL  
5965978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5965978 NON-EXPEDITED Y OT HQWYE267819JUL05 38 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated DILAUDID C  
Palpitations ATENOLOL (ATENOLOL) C  
Heart rate increased NORTRIPTYLINE

(NORTRIPTYLINE)
C  

Nervousness RISPERDAL C  
Abnormal dreams  
Dysstasia  
Hyperhidrosis  
Tremor  
5966052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5966052 NON-EXPEDITED Y OT HQWYE263406JUN05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Face oedema EFFEXOR XR S ORAL ORAL  
Joint swelling  
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5966061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5966061 NON-EXPEDITED Y OT HQWYE257905NOV04 62 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL "ON AND OFF" SINCE

13-JAN-2004. PATIENT
"SELF WEANED" THE
MEDICATION, ORAL

 

Feeling abnormal LIPITOR C  
Abdominal pain upper EFFEXOR C  
Gastrointestinal disorder  
Tinnitus  
5966068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5966068 NON-EXPEDITED N OT HQWYE246004NOV04 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Tinnitus LEVOXYL C  
Unevaluable event  
5966076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5966076 NON-EXPEDITED Y OT HQWYE208021MAR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen false positive EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

5966087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5966087 NON-EXPEDITED Y OT HQWYE202121MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Gastrooesophageal reflux disease PREMPRO S ORAL 0.3 /15DAILY, ORAL  
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5968684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968684 NON-EXPEDITED N OT HQWYE873209DEC04 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
3 YR

Disturbance in attention IODINE (IODINE) C  
Insomnia SYNTHROID C  
5968688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968688 NON-EXPEDITED Y OT HQWYE828720MAY05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swollen tongue EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Pharyngeal oedema  
5968692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968692 NON-EXPEDITED Y OT HQWYE792003MAR05 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S ORAL 150 MG 1X PER 1

DAY,ORAL
 

Balance disorder  
Dizziness  
Drug withdrawal syndrome  
Somnolence  
5968694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968694 NON-EXPEDITED Y OT HQWYE788797APR05 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary tract infection EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL ; 450 MG 1X PER
1 DAY,ORAL

 

LITHIUM (LITHIUM) C  
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5968704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968704 NON-EXPEDITED N OT HQWYE787403MAR05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL ; 75 MG 1X
PER 1 DAY,ORAL ; 150
MG 1X PER 1 DAY,
ORAL

 

Dizziness EFFEXOR XR S ORAL 225 MG 1X PER 1
DAY ; 150 MG 1X PER
1 DAY, ORAL ; 75 MG
1X PER 1 DAY, ORAL ;
37.5 MG 1X PER DAY,
ORA

 

Arthralgia EFFEXOR XR S 37.5 MG 1X PER 2 DAY  
Nausea EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5968706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968706 NON-EXPEDITED N OT HQWYE787707DEC04 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL ; 75 MG DAILY IN
THE MORNING, 37.5
MG DAILY IN THE
EVENING, ORAL

2 YR

Fall EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

VISTARIL C  
5968709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968709 NON-EXPEDITED Y OT HQWYE785603MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eyelid ptosis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
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5968711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968711 NON-EXPEDITED N OT HQWYE779703MAR05 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL ; 75 MG 1X
PER 1 DAY, ORAL ;
37.5 MG 1X PER 1
DAY, ORAL

 

Gastric disorder ATIVAN C  
5968715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5968715 NON-EXPEDITED Y OT HQWYE781207DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG 1X PER 1

DAY,ORAL
 

Anxiety KLONOPIN C  
Myalgia LIPITOR C  
Chest discomfort  
Condition aggravated  
Dizziness  
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5969648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969648 NON-EXPEDITED Y OT HQWYE618922JUN05 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 375 MG 1 X PER 1

DAY, ORAL
 

Weight increased AVAPRO C  
Hypertension ATENOLOL (ATENOLOL) C  
Blood calcium increased ALBUTEROL (SALBUTAMOL) C  
Blood parathyroid hormone increased CYMBALTA C  
Liver function test abnormal FOSAMAX C  
Blood cholesterol increased SYNTHROID C  
Anaemia DYAZIDE C  
Norepinephrine increased FLUTICASONE PROPIONATE

\SALMETEROL XINAFOATE
C  

Epinephrine increased WELCHOL C  
Blood catecholamines increased  
Blood thyroid stimulating hormone abnormal  
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5969662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969662 NON-EXPEDITED Y OT HQWYE621623JUN05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis EFFEXOR XR S SEE IMAGE  
Pupils unequal MULTIVITAMINS (ASCORBIC

ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/RETINOL/
RIBOFLAVIN/THI

C  

VITAMIN E C  
VITAMIN C C  
CHONDROITIN SULFATE SODIUM
(CHONDROITIN SULFATE
SODIUM)

C  

CALCIUM C  
ORTHO-NOVUM C  

5969696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969696 NON-EXPEDITED N OT HQWYE593531MAR05 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S SEE IMAGE  
Feeling abnormal  
5969712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969712 NON-EXPEDITED Y OT HQWYE594509MAY05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL SEE IMAGE  
Nervousness NEURONTIN S 600 MG 1 X PER 1 DAY  
Feeling abnormal SOMA S 300 MG 1 X PER 1 DAY  
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5969720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969720 NON-EXPEDITED N OT HQWYE591631MAR05 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
 

Feeling abnormal ORTHO TRI CYCLEN C  
Palpitations NEXIUM (ESOMEPRAZOLE) C  
Feeling cold  
Paraesthesia  
5969734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969734 NON-EXPEDITED Y OT HQWYE591012JAN05 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen positive EFFEXOR XR S ORAL 150 MG 1 X PER 1

DAY, ORAL
 

Drug withdrawal syndrome COCAINE (COCAINE) S  
Tinnitus UNSPECIFIED INGREDIENT S  
Agitation  
Fatigue  
Vision blurred  
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5969761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969761 NON-EXPEDITED Y OT HQWYE562805MAY05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG 1 X PER 1

DAY, ORAL
 

Crying GLYBURIDE (GLIBENCLAMIDE) C  
Fatigue AVANDIA C  

METFORMIN HYDROCHLORIDE C  
LIPITOR C  
VASOTEC C  
ZYRTEC C  
FLOVENT C  

5969764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969764 NON-EXPEDITED Y OT HQWYE552620SEP05 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Vomiting projectile ALCOHOL (ETHANOL) S  
Amnesia SINGULAIR C  
Sluggishness  
Somnolence  
5969768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969768 NON-EXPEDITED Y OT HQWYE503216SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication residue present EFFEXOR XR S ORAL SEE IMAGE  

EFFEXOR S ORAL 75 MG 2 X PER 1 DAY,
ORAL
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5969773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5969773 NON-EXPEDITED Y OT HQWYE503916SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL 75 MG 2 X PER 1 DAY,

ORAL
 

Dizziness DARVOCET-N 50 S  
Drug interaction VICODIN S  
5970270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970270 NON-EXPEDITED N OT HQWYE770428JUN05 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Balance disorder  
Dizziness  
Dyspnoea  
Erythema  
Hot flush  
Mydriasis  
Paraesthesia  
Rash macular  
Skin discolouration  
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5970279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970279 NON-EXPEDITED Y OT HQWYE767602MAR05 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritability EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Abnormal sensation in eye  
Decreased appetite  
Fatigue  
Feeling abnormal  
Headache  
Mydriasis  
Nausea  
Vision blurred  
5970315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970315 NON-EXPEDITED Y OT HQWYE762406DEC04 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; SEE
IMAGE

 

Constipation EVISTA C  
Paraesthesia ROCALTROL C  
Tinnitus LEVOXYL C  
Condition aggravated  
Crying  
Disturbance in attention  
Fatigue  
Sleep disorder  
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5970345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970345 NON-EXPEDITED N OT HQWYE763202MAR05 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Dizziness SEROQUEL C  
Mood swings ENALAPRIL C  
5970351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970351 NON-EXPEDITED Y OT HQWYE715601DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Headache  
Night sweats  
Tearfulness  
5970377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970377 NON-EXPEDITED Y OT HQWYE690904AUG05 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Diarrhoea ALLEGRA C  
Dizziness  
Flushing  
Haematochezia  
Rectal haemorrhage  
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5970393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970393 NON-EXPEDITED N OT HQWYE690112MAY05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Insomnia SYNTHROID C  
5970404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970404 NON-EXPEDITED N OT HQWYE633204APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Dizziness SOMA C  
Headache XANAX C  
Crying PRILOSEC C  
Paraesthesia MELATONIN (MELATONIN) C  
5970409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970409 NON-EXPEDITED Y OT HQWYE626623JUN05 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S  
5970416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5970416 NON-EXPEDITED N OT HQWYE623913JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Heart rate irregular GUAIFENESIN S ORAL ORAL  
Heart rate increased  
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5972103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972103 NON-EXPEDITED N OT HQWYE499617NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Dysstasia  
Nausea  
Vertigo  
5972106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972106 NON-EXPEDITED Y OT HQWYE493703MAY05 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Burning sensation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

5972114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972114 NON-EXPEDITED Y OT HQWYE426528MAR05 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; 75 MG 1X
PER 1 DAY, ORAL

 

Abnormal dreams  
Anxiety  
Nightmare  
Panic attack  
5972115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972115 NON-EXPEDITED N OT HQWYE973211APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Throat tightness  
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5972117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972117 NON-EXPEDITED N OT HQWYE973512OCT05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Feeling abnormal  
Headache  
Nausea  
5972118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972118 NON-EXPEDITED Y OT HQWYE408228MAR05 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Dizziness  
Feeling abnormal  
Hypoaesthesia  
Paraesthesia  
5972121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972121 NON-EXPEDITED Y OT HQWYE966514DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
2 WEEK

Depression  
Dizziness  
Feeling abnormal  
Lethargy  
Nightmare  
Tremor  
Vertigo  
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5972122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972122 NON-EXPEDITED Y OT HQWYE408618FEB05 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Decreased appetite EFFEXOR XR S ORAL 37.5MG/75 MG ONCE

DAILY, ORAL
 

Mouth injury  
Polydipsia  
Thirst  
5972125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972125 NON-EXPEDITED Y OT HQWYE960411APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Lacrimation increased WELLBUTRIN XL C  
Abnormal sensation in eye YASMIN C  
5972126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972126 NON-EXPEDITED N OT HQWYE409828MAR05 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Feeling hot  
Migraine  
Photophobia  
Visual impairment  
5972128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972128 NON-EXPEDITED Y OT HQWYE957814DEC04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Neck pain  
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5972132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972132 NON-EXPEDITED Y OT HQWYE390113JUN05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pupils unequal EFFEXOR XR S  
Mydriasis  
5972133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972133 NON-EXPEDITED N OT HQWYE953114DEC04 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL SEE IMAGE  
Feeling drunk  
Incorrect dose administered  
5972134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972134 NON-EXPEDITED Y OT HQWYE369504JAN05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S 75 MG 1X PER 1 DAY;

75 MG TWO
CAPSULES ONCE
DAILY; 150 MG 1X PER
1 DAY

 

Disorientation  
Dizziness  
5972135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972135 NON-EXPEDITED N OT HQWYE920815AUG05 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Chills  
Diarrhoea  
Hyperhidrosis  
Nausea  
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5972136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972136 NON-EXPEDITED Y OT HQWYE365816FEB05 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 NG 1X PER 1 DAY,

ORAL
 

Abnormal dreams  
Fatigue  
Temperature intolerance  
5972138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972138 NON-EXPEDITED N OT HQWYE893608APR05 64 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Influenza like illness EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Dizziness LANTUS C  
Headache AVANDIA C  
Nausea ASPIRIN C  
Asthenia  
Mood altered  
Unevaluable event  
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5972485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972485 NON-EXPEDITED Y OT HQWYE875709DEC04 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinus bradycardia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

150MG 1X 1DAY
 

Fatigue LASIX C  
Vomiting CALCIUM C  
Chest pain ZELNORM C  
Chest X-ray abnormal  
Electrocardiogram abnormal  
Herpes zoster  
Weight increased  
5972490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972490 NON-EXPEDITED Y LT,OT HQWYE879208APR05 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 300 MG IN AM, 150 MG

IN PM, ORAL
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5972503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972503 NON-EXPEDITED Y OT HQWYE879408APR05 89 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 225 MG 1X 1 DAY

TAPERED OFF, ORAL;
37.5 MG; 75 MG, ORAL

 

IPRATROPIUM BROMIDE C  
ALBUTEROL (SALBUTAMOL) C  
PULMICORT FLEXHALER C  
LASIX C  
PEPCID C  
NORVASC C  
TRAMADOL HYDROCHLORIDE C  
TYLENOL (PARACETAMOL) C  
D-S-S (DOCUSATE SODIUM) C  
SLOW-MAG C  
PROBANTHINE
(PROPANTHELINE BROMIDE)

C  

COREG C  
COZAAR C  
CYMBALTA C  

5972538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972538 NON-EXPEDITED Y OT HQWYE884408APR05 54 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  
Drug ineffective NORVIR C  
Drug withdrawal syndrome ACYCLOVIR C  
Sensory disturbance SUSTIVA C  
Tinnitus TENOFOVIR DISOPROXIL

FUMARATE
C  

Amnesia UNSPECIFIED INGREDIENT C  
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5972541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972541 NON-EXPEDITED Y HO HQWYE887208MAR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 500 MG 1X PER 1 DAY,

ORAL
 

5972551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972551 NON-EXPEDITED Y HO HQWYE903927JAN05 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL; 225 MG 1X PER
1 DAY, ORAL; 150 MG
1X PER 1 DAY, ORAL

 

Condition aggravated HYZAAR C  
Chest pain VIOXX C  
Upper respiratory tract infection GLUCOPHAGE C  

ACTOS C  
ALPHAGAN P C  
IMITREX C  
TRAZODONE (TRAZODONE) C  
ATIVAN C  
VICODIN C  
ULTRAM C  
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5972572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972572 NON-EXPEDITED Y HO,OT HQWYE904127JAN05 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 DAILY, ORAL  

GEODON S ORAL 40/120 TWICE DAILY,
ORAL

 

ADVAIR DISKUS C  
FLONASE C  
CALCIUM CITRATE (CALCIUM
CITRATE)

C  

COENZYME Q10 C  
LISINOPRIL (LISINOPRIL) C  
PREMPRO C  

5972661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972661 NON-EXPEDITED N OT HQWYE924307OCT05 87 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S SEE IMAGE  
Condition aggravated LOPRESSOR C  
Heart rate increased NORVASC C  

ACIPHEX C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

CLONAZEPAM C  
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5972664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972664 NON-EXPEDITED Y HO HQWYE499817NOV04 65 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure acute EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

GLIPIZIDE C  
GLUCOPHAGE C  
LIPITOR C  

5972665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972665 NON-EXPEDITED Y OT HQWYE935921OCT04 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR XR S ORAL ORAL  
Dystonia  
5972666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972666 NON-EXPEDITED Y OT HQWYE500823FEB05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL ORAL  
5972667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972667 NON-EXPEDITED Y HO HQWYE936021OCT04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 37.5 MG, ORAL  
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5972671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972671 NON-EXPEDITED Y OT HQWYE506518NOV04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL UNKNOWN THEN

DECREASED, ORAL
 

Convulsion  
Dissociation  
Hallucination  
Sleep talking  
Somnambulism  
5972675FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972675 NON-EXPEDITED N OT HQWYE506616SEP05 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Anger  
Anxiety  
Drug withdrawal syndrome  
Eye movement disorder  
Fatigue  
Feeling abnormal  
Hyperhidrosis  
Muscle spasms  
Paranoia  
Personality change  
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5972677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972677 NON-EXPEDITED N HO,LT,OT HQWYE510616SEP05 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Mania CELEBREX C  
SKELAXIN C  
DICYCLOMINE HYDROCHLORIDE C  
CLARINEX C  
SYNTHROID C  
ADVAIR DISKUS C  
FUROSEMIDE (FUROSEMIDE) C  
ALBUTEROL (SALBUTAMOL) C  

5972685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972685 NON-EXPEDITED Y HO,OT HQWYE517011JAN05 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL SEE IMAGE  

TEGRETOL C  
5972687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972687 NON-EXPEDITED N OT HQWYE519611JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL WEANED OFF

THERAPY, ORAL
 

5972688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972688 NON-EXPEDITED Y HO HQWYE523217JUN05 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal ulcer EFFEXOR XR S ORAL SEE IMAGE  
Dizziness  
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5972695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972695 NON-EXPEDITED Y OT HQWYE557005MAY05 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased CELEBREX C  
Drug ineffective for unapproved indication OMEGA 3 (FISH OIL) C  

ZYRTEC C  
5972699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5972699 NON-EXPEDITED Y OT HQWYE564027JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5973132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973132 NON-EXPEDITED Y OT HQWYE685824NOV04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150-225 MG - ORAL  
Cerebrovascular accident  
5973134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973134 NON-EXPEDITED N OT HQWYE686927SEP05 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG 1X PER 1 DAY;

SEE IMAGE
 

ZOCOR C  
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5973147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973147 NON-EXPEDITED Y OT HQWYE688805APR05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT prolonged EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Hypertension  
5973150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973150 NON-EXPEDITED N OT HQWYE691624JUN05 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood prolactin increased EFFEXOR XR S 75 MG  
Amenorrhoea  
5973153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973153 NON-EXPEDITED Y HO HQWYE692304AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia EFFEXOR XR S 225 MG; SEE IMAGE  
Chills CYMBALTA S 30 MG  
5973159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973159 NON-EXPEDITED Y DS,OT HQWYE706404AUG05 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Balance disorder  
Dizziness  
Drug effect decreased  
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5973166FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973166 NON-EXPEDITED Y DE HQWYE713801DEC04 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL " 28 DAY SUPPLY OF

EFFEXOR XR 150 MG/
DAY-UNCLEAR
EXACTLY HOW MUCH
HE TOOK
" (OVERDOSE
AMOUNT), ORAL

 

Completed suicide ASPIRIN S ORAL ORAL  
5973178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973178 NON-EXPEDITED Y OT HQWYE736916MAY05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S  
Drug withdrawal syndrome  
Hyperhidrosis  
5973188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973188 NON-EXPEDITED Y HO,OT HQWYE738302DEC04 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinus arrhythmia EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; SEE
IMAGE

 

Vaginal haemorrhage LEXAPRO C  
Headache ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

C  

NICOTINE C  
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5973437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973437 NON-EXPEDITED Y DE HQWYE140607FEB05 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE

AMAOUNT , ORAL
 

Completed suicide DIAZEPAM (DIAZEPAM) S OVERDOSE  
HYDROCODONE BITARTRATE S OVERDOSE AMOUNT  
METHADONE HYDROCHLORIDE S OVERDOSE AMOUNT  
RISPERDAL C  
DEPAKOTE C  

5973460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973460 NON-EXPEDITED N OT HQWYE147422DEC04 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

5973462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973462 NON-EXPEDITED N OT HQWYE147922DEC04 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

5973531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973531 NON-EXPEDITED Y HO,OT HQWYE157928OCT04 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bradycardia EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Chest discomfort LITHIUM (LITHIUM) C  
LEVOTHYROXINE SODIUM C  
DIOVAN C  
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5973534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973534 NON-EXPEDITED Y OT HQWYE160628OCT04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy EFFEXOR XR S ORAL 75 MG-150 MG DAILY,

ORAL
 

Feeling abnormal  
Urticaria  
5973545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973545 NON-EXPEDITED Y HO HQWYE161628OCT04 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL SEE IMAGE  
Depression REBIF C  
Asthenia  
Atrial fibrillation  
Dehydration  
Dizziness  
Heart rate decreased  
Hypoaesthesia  
Malaise  
Nausea  
Vomiting  
5973550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973550 NON-EXPEDITED Y OT HQWYE162520APR05 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE  
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5973557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973557 NON-EXPEDITED N OT HQWYE165329OCT04 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased COUMADIN C  
Anxiety  
Blood potassium decreased  
Blood thyroid stimulating hormone decreased  
Chest pain  
Dizziness  
Drug withdrawal syndrome  
Dry mouth  
Dyspepsia  
Ear pain  
Haematochezia  
Headache  
Heart rate increased  
Influenza like illness  
Insomnia  
Paraesthesia  
Weight decreased  
5973559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973559 NON-EXPEDITED Y HO HQWYE175418MAR05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Convulsion NEXIUM (ESOMEPRAZOLE) C  
Amnesia TOPAMAX C  
Hypoaesthesia PREMARIN C  
Headache  
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5973570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5973570 NON-EXPEDITED N OT HQWYE175523DEC04 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE  
Amnesia CENESTIN C  
Narcolepsy SYNTHROID C  
Abdominal pain  
Chills  
Drug withdrawal syndrome  
Headache  
Nausea  
Tremor  
5974346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974346 NON-EXPEDITED N HO HQWYE568405MAY05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 37.5 MG - FREQUENCY

UNSPECIFIED
 

Convulsion  
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5974348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974348 NON-EXPEDITED N HQWYE579506MAY05 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervousness EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Abnormal dreams  
Abnormal sensation in eye  
Anxiety  
Blood pressure increased  
Dizziness  
Drug withdrawal syndrome  
Somnolence  
Unevaluable event  
5974373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974373 NON-EXPEDITED N HQWYE588422SEP05 55 YR Male USA
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5974373
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL INCREASED THE

DOSE (OVERDOSE
AMOUNT UNKNOWN),
ORAL

 

Heart rate decreased COUMADIN C  
Agitation  
Anger  
Anxiety  
Arthralgia  
Asthenia  
Condition aggravated  
Depression  
Dizziness  
Drug ineffective  
Drug withdrawal syndrome  
Dry mouth  
Epistaxis  
Erectile dysfunction  
Fatigue  
Flat affect  
Headache  
Heart rate irregular  
Hostility  
Intentional overdose  
Irritability  
Memory impairment  
Mental impairment  
Screaming  
Skin discolouration  
Social avoidant behaviour  
Unevaluable event  
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5974375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974375 NON-EXPEDITED Y OT HQWYE594209MAY05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL ORAL  
Anger  
5974379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974379 NON-EXPEDITED N OT HQWYE594409MAY05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Dizziness EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

Feeling abnormal EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Abnormal dreams  
Condition aggravated  
Dyspnoea  
Fatigue  
Paraesthesia  
Pruritus  
Unevaluable event  
5974380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974380 NON-EXPEDITED Y LT,OT HQWYE595109MAY05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL ORAL  

PROZAC C  
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5974383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974383 NON-EXPEDITED Y OT HQWYE598321JUN05 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 150 MG 1X PER 1 DAY  
5974386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974386 NON-EXPEDITED Y OT HQWYE613722JUN05 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Pollakiuria EFFEXOR XR S OPHTHALMIC 75 MG 1X PER 1 DAY,
ORAL

 

Generalised tonic-clonic seizure EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,
ORAL

 

EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

5974391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974391 NON-EXPEDITED Y OT HQWYE626613JAN05 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MG 1X PER 1 TOT,

ORAL
 

Chills SYNTHROID C  
Mental impairment MULTIIVITAMINS (ASCORBIC

ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
APNTHENOL/RETINOL/
RIBOFLAVIN/TH

C  
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5974395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974395 NON-EXPEDITED Y OT HQWYE627310MAY05 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 300 MG - FREQUENCY

NOT SPECIFIED, ORAL
 

MIRTAZAPINE HYDROCHLORIDE C  
5974399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974399 NON-EXPEDITED Y OT HQWYE642908OCT04 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Dysphoria CALTRATE C  
Agitation  
Dizziness  
Tremor  
5974400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974400 NON-EXPEDITED Y OT HQWYE643808OCT04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication residue present EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

SONATA C  
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5974408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974408 NON-EXPEDITED Y HQWYE719528JUN04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Hypoaesthesia oral UNSPECIFIED INGREDIENT C  
Dizziness  
Headache  
Hypoaesthesia  
Impaired work ability  
Muscle twitching  
Nausea  
5974409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974409 NON-EXPEDITED Y OT HQWYE026722MAR04 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Headache WELLBUTRIN C  
Dizziness  
Nervousness  
Tremor  
5974411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974411 NON-EXPEDITED Y OT HQWYE038315SEP04 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Anxiety ISONIAZID C  
Anger  
Disturbance in attention  
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5974414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974414 NON-EXPEDITED Y OT HQWYE042115SEP04 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL UNKNOWN DOSE FOR

4-5 YEARS - TRYING
TO TAPER OFF FOR
2.5 MONTHS, ORAL

 

Nausea EFFEXOR XR S ORAL TOOK 2 SAMPLE
PACKS OF 75 MG AND
37.5 MG, ORAL

 

Headache EFFEXOR XR S ORAL 37.5 MG 1X PER 2
DAY, ORAL

 

Asthenia ALLEGRA C  
Anger  
Hypoaesthesia  
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5974421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974421 NON-EXPEDITED N OT HQWYE091516SEP04 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL OVER THE YEARS

DOSE FLUCTATED
BETWEEN 75 AND 150
MG EVERYDAY, ORAL

 

Nightmare EFFEXOR XR S ORAL 112.5 MG 1X PER 1
DAY, ORAL

 

Diarrhoea EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Tinnitus EFFEXOR XR S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

Anger  
Anxiety  
Crying  
Depression  
Hot flush  
Irritability  
Mood swings  
5974458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974458 NON-EXPEDITED Y OT HQWYE424406JAN05 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 75 MG 1X PER 1 TOT,

ORAL
 

Abdominal pain upper  
Headache  
Nausea  
Wrong drug administered  
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5974460FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974460 NON-EXPEDITED Y HO HQWYE428707JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 150 MG 1 PER 1 DAY ;

TAPERING OFF
 

ALCOHOL C  
5974464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974464 NON-EXPEDITED Y OT HQWYE430007JAN05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S  
5974467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974467 NON-EXPEDITED Y OT HQWYE431607JAN05 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Depressed mood UNSPECIFIED INGREDIENT C  
Drug ineffective  
Weight increased  
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5974470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974470 NON-EXPEDITED N DS HQWYE432707JAN05 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Loss of libido EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Personality change EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,
ORAL

 

Dizziness EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Paraesthesia EFFEXOR XR S ORAL 37.5 MG 1X PER 1
DAY, ORAL

 

Agitation ZYRTEC C  
Apathy PROTONIX C  
5974472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974472 NON-EXPEDITED Y OT HQWYE460002MAY05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S 75 MG 1X PER 1 DAY  
Nausea  
Vomiting  
5974474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974474 NON-EXPEDITED N DE HQWYE464302MAY05 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

XANAX C  
BENADRYL C  
IBUPROFEN (IBUPROFEN) C  
ACETAMINOPHEN C  
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5974480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974480 NON-EXPEDITED N OT HQWYE472910JAN05 72 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1 TOT,

ORAL
 

Feeling hot HUMALOG C  
Anxiety LANTUS C  

GLIPIZIDE C  
PACERONE C  
FUROSEMIDE (FUROSEMIDE) C  
K-DUR C  
HYZAAR C  
ZETIA (EZETIMIBE) C  
TOPROL XL C  
LIPITOR C  
TRICOR C  
VITAMINS NOS C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

AMBIEN C  
QUININE SULFATE C  
GLYCERYL TRINITRATE
(GLYCERYL TRINITRATE)

C  

IMDUR C  
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5974483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974483 NON-EXPEDITED Y DE HQWYE496023FEB05 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL ; 150 MG 1X PER
1 DAY, ORAL

 

Intentional overdose ALEVE S OVERDOSE AMOUNT
UNKNOWN

 

Suicide attempt ATIVAN S OVERDOSE AMOUNT
UNKNOWN

 

PSEUDOEPHEDRINE
HYDROCHLORIDE

S OVERDOSE AMOUNT
UNKNOWN

 

5974488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974488 NON-EXPEDITED Y OT HQWYE374127APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5974490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974490 NON-EXPEDITED Y OT HQWYE374327APR05 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Weight decreased THORAZINE C  
Anxiety  
Heart rate increased  
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5974493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974493 NON-EXPEDITED N HO,DS HQWYE395405JAN05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Weight increased INSULIN NOS C  
Sexual dysfunction ZOCOR C  
Anxiety CLONAZEPAM C  
Sleep disorder LOTREL C  
Nervousness DYAZIDE C  
Condition aggravated HUMULIN R C  
Hypertension HUMULIN N C  
Diabetes mellitus  
5974495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974495 NON-EXPEDITED Y HO,LT,OT HQWYE397712SEP05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT prolonged EFFEXOR XR S ORAL 75 MG, ORAL  
5974497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974497 NON-EXPEDITED Y OT HQWYE398112SEP05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S 37.5 MG  

ELAVIL C  
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5974498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974498 NON-EXPEDITED Y HO HQWYE404818FEB05 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cellulitis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Pain  
Pyrexia  
Scar  
5974503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974503 NON-EXPEDITED N OT HQWYE627522NOV04 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S SEE IMAGE  
Abdominal discomfort  
Abdominal pain  
Amnesia  
Anger  
Anxiety  
Apathy  
Chromatopsia  
Condition aggravated  
Crying  
Dementia  
Depression  
Diarrhoea  
Disturbance in attention  
Drug ineffective  
Drug withdrawal syndrome  
Eye pain  
Fatigue  
Feeling guilty  
Feeling of despair  

Page: 1,591 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5974503
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feelings of worthlessness  
Heart rate increased  
Hypokinesia  
Insomnia  
Memory impairment  
Mental impairment  
Obsessive-compulsive disorder  
Panic reaction  
Paranoia  
Photopsia  
Self esteem decreased  
Speech disorder  
Thinking abnormal  
Tinnitus  
Unevaluable event  
Vitreous floaters  
Vomiting  
Weight increased  
5974506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974506 NON-EXPEDITED Y OT HQWYE633022NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

5974509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974509 NON-EXPEDITED Y OT HQWYE633414JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  

PAXIL S ORAL ORAL  
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5974551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974551 NON-EXPEDITED Y OT HQWYE637523NOV04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Generalised tonic-clonic seizure  
5974559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974559 NON-EXPEDITED Y OT HQWYE638723NOV04 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL DAILY (75

SUSPECTED), ORAL
 

5974565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974565 NON-EXPEDITED Y OT HQWYE643001AUG05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure EFFEXOR XR S  
5974570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974570 NON-EXPEDITED Y OT HQWYE644811MAY05 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy LIPITOR C  
ASACOL C  
ORTHO EVRA C  

5974574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974574 NON-EXPEDITED Y HO,OT HQWYE658117JAN05 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S ORAL SEE IMAGE  

ATIVAN C  
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5974577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974577 NON-EXPEDITED Y DS HQWYE673903AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised oedema EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

FLEXERIL C  
PREMARIN C  
PROMETHAZINE C  
GABITRIL C  
METHASONE (METHADONE) C  
CHLORAL HYDRATE (CHLORAL
HYDRATE)

C  

OMEPRAZOLE C  
5974649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974649 NON-EXPEDITED Y HO,DS,LT HQWYE942825MAY05 80 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure EFFEXOR XR S ORAL ORAL  
5974650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974650 NON-EXPEDITED N OT HQWYE943210OCT05 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S  
5974651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974651 NON-EXPEDITED N HO,OT HQWYE943513DEC04 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
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5974652FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974652 NON-EXPEDITED N OT HQWYE944413DEC04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 400 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Anxiety  
Condition aggravated  
Depression  
Drug withdrawal syndrome  
Headache  
Nausea  
Pain  
Unevaluable event  
5974653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974653 NON-EXPEDITED N DE HQWYE951110OCT05 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
5974669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974669 NON-EXPEDITED N OT HQWYE964311OCT05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S SEE IMAGE  
Drug ineffective  
5974671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974671 NON-EXPEDITED Y DE,HO HQWYE966917AUG05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL 150 MG, ORAL; SEE

IMAGE
 

Depression PROMETHAZINE C  
Suicidal ideation MIRTAZAPINE (MIRTAZAPINE) C  
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5974672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974672 NON-EXPEDITED Y DS HQWYE967815DEC04 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia EFFEXOR XR S ORAL " TAPERED UP TO 300

MGM OVER 1 MONTH
" , ORAL; SEE IMAGE

 

Drug ineffective CYMBALTA S ORAL " 60 MGM ", ORAL; SEE
IMAGE

 

Drug withdrawal syndrome INSULIN NOS C  
Decreased appetite  
Dizziness  
Headache  
Nausea  
5974673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974673 NON-EXPEDITED Y OT HQWYE968109MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
5974674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974674 NON-EXPEDITED Y OT HQWYE973317AUG05 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bleeding time prolonged EFFEXOR XR S ORAL ORAL  
5974676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974676 NON-EXPEDITED N DS HQWYE973812OCT05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S 150 MG 3X PER 1 DAY  
Apathy RANITIDINE C  
Asthenia LOVASTATIN C  

ABILIFY C  
TEGRETOL C  
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5974680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5974680 NON-EXPEDITED Y DS,OT HQWYE978515DEC04 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; SEE
IMAGE

 

Feeling abnormal UNSPECIFIED INGREDIENT C  
Disturbance in attention  
Paraesthesia  
5978553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978553 NON-EXPEDITED N OT HQWYE181923DEC04 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S 300 MG 1X PER 1 DAY  
Social avoidant behaviour BUSPAR C  

HYDROCORTISONE C  
5978557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978557 NON-EXPEDITED Y OT HQWYE186301NOV04 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Dizziness  
Drug withdrawal syndrome  
5978561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978561 NON-EXPEDITED Y LT,OT HQWYE187122APR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
1 MTH

Condition aggravated UNSPECIFIED INGREDIENT C  
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5978562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978562 NON-EXPEDITED N HO HQWYE207903NOV04 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Nausea WELLBUTRIN S 300 MG 1X PER 1 DAY  
Dizziness  
Vertigo  
Vomiting  
5978567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978567 NON-EXPEDITED Y HO HQWYE208109FEB05 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL; TWICE TRIED
TO TAPER DOWN THE
DOSE, ORAL; 225 MG
1X PER 1 DAY, ORAL
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5978573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978573 NON-EXPEDITED Y OT HQWYE208209FEB05 68 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL

 

PHENYTOIN C  
DIVALPROEX SODIUM C  
PHENOBARBITAL
(PHENOBARBITAL)

C  

PANTOPRAZOLE
(PANTOPRAZOLE)

C  

ASCORBIC ACID C  
POLYSACCHARIDE-IRON
COMPLEX (POLYSACCHARIDE-
IRON COMPLEX)

C  

CALCIUM CARBONATE (CALCIUM
CARBONATE)

C  

VITAMIN D (ERGOCALCIFEROL) C  
GLUCOSAMINE (GLUCOSAMINE) C  
MULTIVITAMINS, PLAIN
(MULTIVITAMINS, PLAIN)

C  

5978577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978577 NON-EXPEDITED Y OT HQWYE218010FEB05 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S  
Palpitations CARDIZEM CD C  
Tachycardia AMBIEN C  

HYZAAR C  
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5978583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978583 NON-EXPEDITED Y HO HQWYE223815JUL05 71 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR XR S ORAL SEE IMAGE  
Weight increased PLAVIX C  

REMERON C  
5978588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978588 NON-EXPEDITED Y HO,OT HQWYE228401SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 75 MG A.M. AND 300

MG P.M. DAILY, ORAL
 

RISPERDAL C  
XANAX C  
DEPAKOTE C  

5978592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978592 NON-EXPEDITED Y HO HQWYE230101SEP05 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Amnesia  
Convulsion  
Decreased appetite  
Fatigue  
Headache  
5978720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978720 NON-EXPEDITED Y OT HQWYE237119JUL04 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection EFFEXOR XR S  
Maternal exposure during pregnancy  
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5978728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978728 NON-EXPEDITED N DS HQWYE241222MAR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S CAREFULLY DEFINED

AND SLOW TAPERING
OFF PROCESS

 

Drug ineffective for unapproved indication  
5978731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978731 NON-EXPEDITED Y DE HQWYE256205NOV04 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
5978747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978747 NON-EXPEDITED Y HO HQWYE256206SEP05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG 1 X PER 1 DAY  
Intentional self-injury  
5978760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978760 NON-EXPEDITED N OT HQWYE265125APR05 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Nausea KLONOPIN C  
Vision blurred VALIUM C  
Decreased appetite  
Drug withdrawal syndrome  
Weight decreased  
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Detailed Report
5978762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978762 NON-EXPEDITED Y OT HQWYE266128DEC04 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Glaucoma EFFEXOR XR S ORAL ORAL  
5978777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978777 NON-EXPEDITED Y DS HQWYE271111FEB05 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Paraesthesia LIPITOR C  

PRENDIL (FELODIPINE) C  
ALPRAZOLAM (ALPRAZOLAM) C  

5978784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978784 NON-EXPEDITED N DS HQWYE274206JUN05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S SEE IMAGE  
Depressed mood  
Depression  
Malaise  
Motion sickness  
Nausea  
Unevaluable event  

Page: 1,602 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5978791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978791 NON-EXPEDITED Y OT HQWYE274628DEC04 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S 450 MG 1 X PER 1 DAY  
Liver function test abnormal CLOZARIL S ORAL 400 MG 1 X PER 1

DAY, ORAL
 

Hepatic steatosis  
Nausea  
Vomiting  
Weight increased  
5978799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5978799 NON-EXPEDITED Y HO,OT HQWYE281707SEP05 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Appendicitis EFFEXOR XR S ORAL 75 MG, 1 PER 1 DAY,

ORAL
 

Drug withdrawal syndrome  
Feeling abnormal  
Nausea  
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Detailed Report
5985258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5985258 NON-EXPEDITED N DS HQWYE464622FEB05 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Gastritis VENLAFAXINE HYDROCHLORIDE C  
Dizziness NEXIUM (ESOMEPRAZOLE) C  
Vertigo AXID C  

NIZATIDINE C  
UNSPECIFIED INGREDIENT C  
ROBAXIN C  
LORTAB C  
XANAX C  
NADOLOL C  

5985263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5985263 NON-EXPEDITED N HO HQWYE363625MAR05 77 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Confusional state TOPROL XL C  
Condition aggravated ACCUPRIL C  

NORVASC C  
5985264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5985264 NON-EXPEDITED Y OT HQWYE373927APR05 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deafness EFFEXOR XR S ORAL SEE IMAGE  
Hypertension WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

Weight increased RITALIN C  
Tinnitus  
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Detailed Report
5985265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5985265 NON-EXPEDITED N OT HQWYE422506JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S COMING OFF

EFFEXOR  HR
 

Convulsion  
Road traffic accident  
5985266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 5985266 NON-EXPEDITED N OT HQWYE422706JAN05 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Self-injurious ideation REMERON C  
Influenza like illness CLONAZEPAM C  
Abnormal sleep-related event CLONIDINE TRANSDERMAL

SYSTEM
C  

Irritability HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

Crying  
7491751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2005 7491751 NON-EXPEDITED Y OT HQWYE326608JUN05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Palpitations DEPAKOTE C  
Tremor PROTONIX C  
Drug withdrawal syndrome ALBUTEROL (SALBUTAMOL) C  
Dizziness  
Muscle twitching  
Paraesthesia  
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Detailed Report
5836894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5836894 EXPEDITED (15-DAY) Y DE GBWYE778427JUN05 65 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S 75 MG 2X PER 1 DAY  
Completed suicide ACETAMINOPHEN S  
Hepatic necrosis ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Coronary artery disease ATENOLOL (ATENOLOL) C  
Abnormal behaviour LANSOPRAZOLE

(LANSOPRAZOLE)
C  

Malaise FUROSEMIDE C  
Hepatic enzyme increased  
Hepatic function abnormal  
Intentional product misuse  
Suicidal ideation  
5879866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5879866 EXPEDITED (15-DAY) Y OT GBWYE738913JUN05 23 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy OLANZAPINE C  
Pregnancy  
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Detailed Report
5952016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5952016 EXPEDITED (15-DAY) Y HO FRWYE218309DEC05 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL SEE IMAGE 2 WEEK
Hypothyroidism ALDACTAZINE S ORAL  
Hypochloraemia ALDACTONE C  
Condition aggravated RANITIDINE HYDROCHLORIDE C  
Blood thyroid stimulating hormone increased TAHOR (ATORVASTATIN) C  
General physical health deterioration TEMESTA (LORAZEPAM) C  

LEVOTHYROXINE SODIUM C  
FLECAINIDE ACETATE C  
FLUINDIONE C  
MOPRAL (OMEPRAZOLE) C  
NICARDIPINE HYDROCHLORIDE C  
LANSOPRAZOLE C  

5952058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5952058 EXPEDITED (15-DAY) Y DE GBWYE234014DEC05 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
Colitis ulcerative  
Drug withdrawal syndrome  
Gastrointestinal haemorrhage  
5953775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5953775 EXPEDITED (15-DAY) Y OT FRWYE218609DEC05 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersomnia EFFEXOR S ORAL 100 MG IN THE

MORNING AND 50 MG
AT LUNCHTIME ORAL

 

EFFEXOR XR S ORAL 37.5 MG 2X PER 1 DAY
ORAL
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Detailed Report
5954016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5954016 EXPEDITED (15-DAY) Y OT GBWYE735210JUN05 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR S ORAL SEE IMAGE  
Disease recurrence  
Maternal exposure during pregnancy  
Pre-eclampsia  
5954354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5954354 EXPEDITED (15-DAY) Y LT,OT FRWYE232513DEC05 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 37.5 & 75 MG DAILY

ORAL
1 WEEK

Erythema MINOXIDIL C  
LOBAMINE 9METHIONINE) C  
CYSTEINE (CYSTEINE) C  

5954626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5954626 EXPEDITED (15-DAY) Y HO,LT FRWYE957106SEP05 60 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vocal cord paralysis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Myasthenic syndrome MESTINON C  
Condition aggravated  
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Detailed Report
5954751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2005 5954751 EXPEDITED (15-DAY) Y HO,OT FRWYE236214DEC05 71 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
11 DAY

Erythema  
Hot flush  
Hyperhidrosis  
Tachycardia  
Vasoconstriction  

5930041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5930041 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE454608NOV05 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S SEE IMAGE  
Convulsion SINEQUAN C  
Toxicity to various agents DEPAKOTE C  
Respiratory distress ZYPREXA C  
Treatment noncompliance  
5940077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5940077 EXPEDITED (15-DAY) OT HQWYE629218NOV05 21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
2 DAY

Prolonged pregnancy ATIVAN S  
Insomnia SYNTHROID C  
Caesarean section  
Convulsion  
Tremor  
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Detailed Report
5941039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5941039 EXPEDITED (15-DAY) Y OT GBWYE169624NOV05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR S 150MG  
Maternal exposure during pregnancy OLANZAPINE (OLANZAPINE) S ORAL 10MG  ORAL  
Induced labour  
5942172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5942172 EXPEDITED (15-DAY) Y OT HQWYE704223NOV05 57 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxic epidermal necrolysis EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated  
Depression  
5949588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5949588 EXPEDITED (15-DAY) N LT 2005-11-1488 55 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis FORTUM S INTRAVENOUS 3G per day 20 DAY GLAXOSMITHKLINE
Renal failure POSACONAZOLE S ORAL 400MG Twice per day 26 DAY UNKNOWN
Candida infection AMITRIPTYLINE

HYDROCHLORIDE
S ORAL 50MG per day 52 DAY UNKNOWN

LEVOFLOXACIN S ORAL 1TAB Per day 22 DAY UNKNOWN
NEURONTIN S ORAL 3TAB per day 52 DAY UNKNOWN
XANAX S ORAL 3TAB per day 31 DAY UNKNOWN
EFFEXOR S ORAL 1TAB per day 36 DAY UNKNOWN
TRAMADOL HYDROCHLORIDE S ORAL 1TAB per day 36 DAY UNKNOWN
NEXIUM C ORAL 20MG per day  UNKNOWN
HEPARIN C 7000IU per day  
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Detailed Report
5952938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5952938 EXPEDITED (15-DAY) Y OT GBWYE491409MAR05 19 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Postpartum haemorrhage EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
64 DAY

Caesarean section  
Maternal exposure during pregnancy  
5954858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5954858 EXPEDITED (15-DAY) Y DE MK200512-0294-1 40 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction PROPOXYPHENE NAPSYLATE

AND ACETAMINOPHEN
S ORAL PO  

Overdose VENLAFAXINE HYDROCHLORIDE S ORAL PO  
ZONISAMIDE S  

5955002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5955002 EXPEDITED (15-DAY) Y HO HQWYE936612DEC05 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL SEE IMAGE  
Memory impairment MICARDIS C  
5972110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2005 5972110 NON-EXPEDITED N OT HQWYE471322FEB05 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Crying ARMOUR THYROID C  
Drug withdrawal syndrome PLAVIX C  
Dizziness  
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Detailed Report
5887806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5887806 EXPEDITED (15-DAY) Y HO,LT FRWYE974513SEP05 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congestive cardiomyopathy EFFEXOR XR S ORAL 112.5 MG DAILY 183 DAY
Vertigo PROPRANOLOL

HYDROCHLORIDE
C  

Fibrin D dimer increased LEXOMIL (BROMAZEPAM) C  
Prothrombin level decreased ADVIL C  
Hypotension THIOCOLCHICOSIDE C  
Alanine aminotransferase increased  
Ascites  
Aspartate aminotransferase increased  
Asthenia  
Bundle branch block left  
Dyspnoea  
Mitral valve incompetence  
PCO2 decreased  
Pleural effusion  
Rales  
Tachycardia  
5956756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5956756 EXPEDITED (15-DAY) Y HO,OT DEWYE207406DEC05 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL ORAL 1 DAY
Sopor CHLORPROTHIXENE S ORAL 20 TABLETS

(OVERDOSE AMOUNT
1000 MG), ORAL

1 DAY

Tachycardia MORPHINE SULFATE S 1 DAY
Aspiration  
Hypotension  
Suicide attempt  
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Detailed Report
5956761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5956761 EXPEDITED (15-DAY) Y HO FRWYE246919DEC05 87 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colonic pseudo-obstruction EFFEXOR S ORAL SEE IMAGE  
Confusional state NEXIUM S ORAL 20 MG AND 40 MG

DAILY
 

Inflammation CORDARONE C  
Hypokalaemia NITRIDERM TTG (GLYCREYL

TRINITRATE
C  

Cholestasis METEOSPASMYL (ALVERINE
CITRATE/DL-METHIONINE)

C  

Anaemia ZOLPIDEM TARTRATE C  
Thrombocytosis FRAXIPARINE (HEPARIN-

FRACTION, CALCIUM SALT)
C  

Clostridium test positive  
5956990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5956990 EXPEDITED (15-DAY) Y CA,OT FRWYE241816DEC05 Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adactyly EFFEXOR S TRANSPLACENTAL  
Brachydactyly  
Maternal exposure during pregnancy  
Syndactyly  
Talipes  
5957520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5957520 EXPEDITED (15-DAY) Y OT HQWYE994514DEC05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR XR S ORAL 225 MG, ORAL  
Abnormal behaviour  
Cognitive disorder  
Road traffic accident  

Page: 1,613 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5957522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5957522 EXPEDITED (15-DAY) N HO,OT HQWYE099920DEC05 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal respiratory distress syndrome EFFEXOR XR S TRANSPLACENTAL SEE IMAGE,

TRANSPLACENTAL
 

Neonatal tachycardia MULTIVITAMINS, PLAIN
(MULTIVITAMINS, PLAIN)

C  

Maternal exposure during pregnancy  
5957596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5957596 EXPEDITED (15-DAY) Y DE HQWYE070416DEC05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S  
Incorrect dose administered  
5957603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5957603 EXPEDITED (15-DAY) Y OT HQWYE988113DEC05 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

Dizziness ATIVAN C  
Dry mouth NEXIUM (ESOMEPRAZOLE) C  
Asthenia FLONASE C  
Anhedonia  
Condition aggravated  
Decreased interest  
Disturbance in attention  
Social avoidant behaviour  
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Detailed Report
5957616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Dec-2005 5957616 EXPEDITED (15-DAY) Y HO HQWYE077219DEC05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Areflexia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Feeding disorder neonatal  
Hyperbilirubinaemia neonatal  
Lethargy  
Nervous system disorder  

5954732FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5954732 EXPEDITED (15-DAY) Y DS SEWYE248420DEC05 46 YR Male FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
773 DAY

Urinary incontinence  
5955915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5955915 EXPEDITED (15-DAY) Y HQWYE136322DEC05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Abnormal behaviour  
Aggression  
Dissociation  
Disturbance in social behaviour  
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5956751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5956751 EXPEDITED (15-DAY) Y OT ESWYE044311OCT05 54 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic hepatitis VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG 1X PER 1 DAY  
Cholestasis ALCOHOL (ETHANOL) S  
Anaemia DIAZEPAM (DIAZEPAM) C  

LORAZEPAM C  
5956822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5956822 EXPEDITED (15-DAY) Y LT ESWYE250620DEC05 45 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY  
Leukopenia ANAFRANIL S ORAL 113 MG 1X PER 1 DAY  
Granulocytopenia ETILEFRINE HYDROCHLORIDE S ORAL 50 MG 1X PER 1 DAY  
Neutrophil count decreased LORAZEPAM S ORAL  

ZYPREXA S ORAL 5 MG 1X PER 1 DAY  
5956846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5956846 EXPEDITED (15-DAY) OT HQWYE982313DEC05 52 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S ORAL ORAL  
Abnormal behaviour  
Crying  
5956935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5956935 EXPEDITED (15-DAY) Y DE BEWYE261623DEC05 Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR S ORAL  
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Detailed Report
5956993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5956993 EXPEDITED (15-DAY) Y DS,OT BEWYE181628NOV05 Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S ORAL 375 MG / DAY ORAL  
Condition aggravated UNSPECIFIED INGREDIENT C  

TRAZOLAN (TRAZODONE
HYDROCHLORIDE)

C  

LEXOTAN (BROMAZEPAM) C  
UNSPECIFIED INGREDIENT C  

5957045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5957045 EXPEDITED (15-DAY) Y HO,LT DEWYE253121DEC05 36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 2 PER 1 DAY

ORAL
 

Road traffic accident ABILIFY C  
Hallucination  
Multiple injuries  
Psychotic disorder  
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5957300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5957300 EXPEDITED (15-DAY) LT,OT HQWYE088319DEC05 55 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic candidiasis EFFEXOR S ORAL 1 TABLET 36 DAY
Splenic candidiasis CEFTAZIDIME S INTRAVENOUS 3 G 20 DAY
Hepatitis AMITRIPTYLINE

HYDROCHLORIDE
S ORAL 50 MG 52 DAY

Renal failure NEURONTIN S ORAL 3 TABLETS 52 DAY
POSACONAZOLE S ORAL 400 MG 2X PER 1 DAY 26 DAY
LEVOFLOXACIN S ORAL 1 TABLET 22 DAY
TRAMADOL HYDROCHLORIDE S ORAL 1 TABLET 36 DAY
XANAX S ORAL 3 TABLETS 31 DAY
NEXIUM C  
HEPARIN C  

5957303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 5957303 EXPEDITED (15-DAY) Y HO,OT DEWYE211507DEC05 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 55 CAPSULES

(OVERDOSE AMOUNT
8250 MG)

1 DAY

Aspiration  
Convulsion  
Somnolence  
Suicide attempt  
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7285531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2005 7285531 EXPEDITED (15-DAY) Y OT SEWYE250020DEC05 1 DAY Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Micrognathia EFFEXOR S TRANSPLACENTAL  
Dysmorphism  
Limb reduction defect  
Maternal exposure during pregnancy  
Microglossia  
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5952021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2005 5952021 EXPEDITED (15-DAY) N OT US-
KINGPHARMUSA00001-
K200501613

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LEVOXYL S ORAL  KING
Renal impairment ABILIFY S  
Nephrolithiasis WELLBUTRIN S 150 mg, tid  
Hiatus hernia TRILEPTAL S 2000 mg, UNK  
Osteoarthritis LITHIUM S 1200 mg, UNK  
Rheumatoid arthritis ZYPREXA S UNK, prn  
Unevaluable event THORAZINE S UNK, prn  
Vision blurred CLOMIPRAMINE S  
Memory impairment RISPERIDONE S  
Hearing impaired EFFEXOR S  
Dizziness PROZAC S  
Dehydration DEPAKENE S  
Alopecia  
Cough  
Dysphonia  
Lethargy  
Nasal congestion  
Pyrexia  
Renal disorder  
Rhinorrhoea  
Sedation  
Somnolence  
Ulcer  
Vomiting  
Weight decreased  
Weight increased  
Yellow skin  
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5958261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2005 5958261 EXPEDITED (15-DAY) Y DE MK200512-0510-1 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHADOSE S ORAL PO  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S  
Respiratory arrest DIAZEPAM S  
Intentional overdose  
5958267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2005 5958267 EXPEDITED (15-DAY) Y DE MK200512-0496-1 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose METHADOSE S ORAL PO  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S  
Respiratory arrest  
5958269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2005 5958269 EXPEDITED (15-DAY) Y DE MK200512-0498-1 19 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHADOSE S ORAL PO  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S  

5960020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2005 5960020 EXPEDITED (15-DAY) Y OT FRWYE244316DEC05 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Prolactin-producing pituitary tumour EFFEXOR S ORAL 150 MG TOTAL DAILY  
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5956737FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2006 5956737 DIRECT N RI 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG   1 PER DAY

PO
 WYETH

Abdominal pain upper  
Anger  
Depression  
Malaise  
Somnolence  
Suicidal ideation  
5956780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2006 5956780 DIRECT N OT 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG  2/DAY  PO  
Aggression  
Drug dependence  
Feeling abnormal  
Hot flush  
Insomnia  
Muscle twitching  
Nervous system disorder  
Nightmare  
Night sweats  
Thinking abnormal  

5948341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2006 5948341 EXPEDITED (15-DAY) N LT,OT PHEH2005US13558 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt TRILEPTAL S ORAL 1000 mg BID and 500

mg HS
 NOVARTIS

Page: 1,622 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5948341
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S  
Oesophageal ulcer haemorrhage MELLARIL S  
Deafness PROZAC S  
Weight increased DESIPRAMINE HYDROCHLORIDE S  
Vision blurred NEURONTIN S  
Liver disorder LEVOXYL S  
Yellow skin RISPERDAL S  
Osteoporosis DEPAKENE S  
Rheumatoid arthritis WELLBUTRIN S  
Kidney infection LITHIUM CARBONATE S  
Cystitis ZYPREXA S  
Hyperhidrosis THORAZINE S  
Loss of consciousness KLONOPIN S  
Ulcer CLOMIPRAMINE S  
Hiatus hernia ABILIFY S  
Gastrooesophageal reflux disease ROCEPHIN S  
Alopecia  
Constipation  
Cough  
Dehydration  
Diabetes mellitus  
Diarrhoea  
Dizziness  
Dysphonia  
Hearing impaired  
Hypersomnia  
Hypoaesthesia  
Lethargy  
Memory impairment  
Nasal congestion  
Nephrolithiasis  
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5948341
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema peripheral  
Osteoarthritis  
Paraesthesia  
Pyrexia  
Renal impairment  
Rhinorrhoea  
Sedation  
Vomiting  
Weight decreased  
5956763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2006 5956763 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL 150 MG    1X DAILY

PO
 

Drug withdrawal syndrome  
Dyspepsia  
Impaired work ability  
Lethargy  
Migraine  
5957614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2006 5957614 DIRECT Y OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR S ORAL 225 MG OD   PO  
Abnormal behaviour ZOLOFT C  
Homicide CELEXA C  
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5951497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2006 5951497 EXPEDITED (15-DAY) Y OT GBWYE483107MAR05 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Failed trial of labour EFFEXOR XR S ORAL 75 MG  
Caesarean section  
Delayed delivery  
Maternal exposure during pregnancy  
Pregnancy  
5955445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2006 5955445 NON-EXPEDITED Y US-BRISTOL-MYERS
SQUIBB
COMPANY-12815387

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Initial insomnia SERZONE S  BRISTOL MYERS SQUIBB

EFFEXOR S  
5958241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2006 5958241 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S  WYETH
Dizziness  
Drug withdrawal syndrome  
Hangover  
Hyperacusis  
Hypertension  
Irritability  
Sleep disorder  
Weight increased  
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5958668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jan-2006 5958668 DIRECT Y LT 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL AM 150 MG QD PO ; HS

300 MG QD PO
 WYETH AYERST

Amnesia EFFEXOR XR C  
Abnormal behaviour  
Anger  
Disorientation  
Drug dependence  
Dyspnoea  
Headache  
Stupor  
Suicidal ideation  

5875671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2006 5875671 NON-EXPEDITED Y 200511391BWH Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erectile dysfunction LEVITRA S ORAL 20 MG, TOTAL DAILY,

ORAL
 

EFFEXOR S  
GABITRIL C  

5956494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2006 5956494 EXPEDITED (15-DAY) HO,OT GB-
ABBOTT-06P-167-03209
97-00

38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma VALPROATE SODIUM S ORAL  
Premature labour VENLAFAXINE HYDROCHLORIDE S ORAL  
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL  
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5956495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2006 5956495 EXPEDITED (15-DAY) OT GB-
ABBOTT-06P-167-03209
99-00

Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby VALPROATE SODIUM S  
Polydactyly VENLAFAXINE HYDROCHLORIDE S  

VENLAFAXINE HYDROCHLORIDE S  
5961936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2006 5961936 EXPEDITED (15-DAY) Y OT GBWYE267028DEC05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myalgia EFFEXOR S ORAL 210MG; SEE IMAGE  
Arthralgia  
Back pain  
Burning sensation  
Headache  
Paraesthesia  
Tendon disorder  
Toothache  

Page: 1,627 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5962099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jan-2006 5962099 EXPEDITED (15-DAY) Y OT NLWYE272503JAN06 55 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S 225 MG 1X PER 1 DAY  
Dyspnoea exertional MIRTAZAPINE S ORAL 30 MG 1X PER 1 DAY  
Diaphragm muscle weakness  
Dilatation ventricular  
Ejection fraction decreased  
General physical condition abnormal  
Muscular weakness  
Pulmonary function test decreased  
Tachycardia  

5957081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2006 5957081 EXPEDITED (15-DAY) Y LT,OT FR-
JNJFOC-20060100522

55 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis LEVOFLOXACIN S ORAL 22 DAY
Renal failure TRAMADOL HYDROCHLORIDE S ORAL  
Candida infection FORTUM S INTRAVENOUS  

POSACONAZOLE S ORAL  
AMITRIPTYLINE
HYDROCHLORIDE

S ORAL  

NEURONTIN S ORAL  
XANAX S ORAL  
EFFEXOR S ORAL  
NEXIUM C ORAL  
HEPARIN C  
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5961941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2006 5961941 EXPEDITED (15-DAY) Y OT DEWYE266027DEC05 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Electrocardiogram QT prolonged VERAPAMIL HYDROCHLORIDE C  
5962771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2006 5962771 EXPEDITED (15-DAY) Y HO,LT,OT NLWYE249620DEC05 42 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothermia EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY,

ORAL
47 DAY

Abnormal behaviour  
Delusion  
Drug ineffective  

5962288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2006 5962288 EXPEDITED (15-DAY) Y OT ITWYE899011AUG05 Female MLT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Irritability EFFEXOR XR C  
EFFEXOR XR C  

5963920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2006 5963920 EXPEDITED (15-DAY) Y OT HQWYE169303JAN06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S UNKNOWN UNKNOWN  
Drug dependence  
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5964222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2006 5964222 EXPEDITED (15-DAY) Y DS HQWYE468514SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 75 MG , ORAL; TAPER

IN PROCESS, ORAL
 

Confusional state  
Drug dose omission  
Drug withdrawal syndrome  
Hyperhidrosis  
Impaired work ability  
Malaise  
Paraesthesia  

5962388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2006 5962388 EXPEDITED (15-DAY) Y HO,OT DEWYE234714DEC05 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Catecholamines urine increased  

5959418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2006 5959418 EXPEDITED (15-DAY) Y OT PHBS2006CH00590 28 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt TRILEPTAL S ORAL  NOVARTIS
Intentional overdose TRILEPTAL S ORAL 12 g, ONCE/SINGLE 1440 MIN NOVARTIS
Maternal exposure during pregnancy EFFEXOR S ORAL  

EFFEXOR S ORAL 3 g, ONCE/SINGLE 1440 MIN
STILNOX C ORAL 200 mg/d  
STILNOX C ORAL 200-400 mg/d 1440 MIN
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5964987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2006 5964987 EXPEDITED (15-DAY) N DS HQWYE191505JAN06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S  
Agitation  
Drug dependence  
Drug withdrawal syndrome  
Nausea  
5965818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2006 5965818 EXPEDITED (15-DAY) Y HO FRWYE273703JAN06 84 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
3 DAY

Syncope ANAFRANIL S ORAL 50 MG TOTAL DAILY
ORAL

12 DAY

Fall ZOPICLONE S ORAL 7.5 MG 1X PER 1 DAY
ORAL

12 DAY

Extrapyramidal disorder OXAZEPAM S ORAL SEE IMAGE 12 DAY
Atrial fibrillation LERCANIDIPINE

HYDROCHLORIDE
S ORAL 1 TABLET 1X PER 1

DAY ORAL
 

Head injury PRAVASTATIN C  
Orthostatic hypotension FLUINDIONE C  
Dysstasia  
5965880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2006 5965880 EXPEDITED (15-DAY) OT HQWYE237606JAN06 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Psychotic disorder  
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5956985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2006 5956985 EXPEDITED (15-DAY) Y HO,OT HQWYE095920DEC05 85 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paradoxical drug reaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, ORAL 15 DAY

ALPRAZOLAM C  
ZOLPIDEM TARTRATE C  
PARIET (RABEPRAZOLE) C  
MAGNOSOLV (MAGNESIUM
CARBONATE/MAGNESIUM
OXIDE)

C  

LAEVOLAC (LACTULOSE) C  
AMLODIPINE C  

5960844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2006 5960844 EXPEDITED (15-DAY) Y DS US-
MERCK-0510USA04282

33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcoholism VIOXX S ORAL 321 MERCK
Anxiety WELLBUTRIN S UNKNOWN  
Back disorder EFFEXOR S UNKNOWN  
Dyspnoea HYDROCODONE

HYDROCHLORIDE
C UNKNOWN  

Chest pain CYCLOBENZAPRINE
HYDROCHLORIDE

C UNKNOWN  

Depression  
Migraine  
Pain  
Panic attack  
Suicidal ideation  
Weight increased  

4007057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 4007057 EXPEDITED (15-DAY) Y DE,OT USA-2003-0009419 47 YR Male USA
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4007057
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain OXYCONTIN S ORAL SEE IMAGE  
Arteriosclerosis EFFEXOR S ORAL 75 MG, HS, ORAL  
Back pain XANAX S ORAL ORAL  
Thrombosis MEPROBAMATE S ORAL ORAL  
Cardiac arrest SOMA S ORAL 1 TABLET, QID, ORAL  
Musculoskeletal chest pain COCAINE S  
Depressed level of consciousness COUMADIN C  
Diarrhoea OXYCODONE HYDROCHLORIDE C  
Apnoea  
Application site pain  
Coronary artery occlusion  
Depression  
Drug dependence  
Drug withdrawal syndrome  
Headache  
Hyperhidrosis  
Inadequate analgesia  
Insomnia  
Loss of consciousness  
Muscle spasms  
Nausea  
Nervousness  
Potentiating drug interaction  
Sleep disorder  
Snoring  
Somnolence  
Substance abuse  
Toxicity to various agents  
Tremor  
Ventricular arrhythmia  
Ventricular fibrillation  
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4007057
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased  
5811626FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5811626 EXPEDITED (15-DAY) Y HO,OT HQWYE874523MAY05 57 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 1X PER 1 DAY;

75 MG 1X PER 1 DAY
5 DAY

Serotonin syndrome RISPERDAL S 1 MG 1X PER 1 DAY  
Vertigo AMITRIPTYLINE

HYDROCHLORIDE
S 50 MG 1X PER 1 DAY  

Balance disorder  
Blood pressure increased  
Dizziness  
Heart rate increased  
Hyperhidrosis  
Insomnia  
Potentiating drug interaction  
Restlessness  
Tremor  
5921432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5921432 EXPEDITED (15-DAY) Y OT FRWYE064618OCT05 53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dubin-Johnson syndrome EFFEXOR S ORAL PROGRESSIVELY

INCREASED UP TO
150 MG DAILY

 

Concomitant disease aggravated  
Lung infection  
Migraine  
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5964512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5964512 DIRECT Y OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 37.5 MG Q DAY PO  
Activities of daily living impaired  
Chills  
Emotional disorder  
Influenza like illness  
Myalgia  
5965292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5965292 DIRECT Y HO 81 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased VENLAFAXINE S ORAL 37.5   QD   PO  
Hypovolaemia  
Inappropriate antidiuretic hormone secretion  
Incorrect dose administered  
Overdose  
Treatment noncompliance  
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5965827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5965827 EXPEDITED (15-DAY) Y HO FRWYE286409JAN06 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle contractions involuntary EFFEXOR S TRANSPLACENTAL THROUGHOUT ALL

THE PREGNANCY
 

Sleep apnoea syndrome VALPROATE SODIUM S TRANSPLACENTAL THROUGHOUT ALL
THE PREGNANCY

 

Blood calcium abnormal  
Congenital anomaly  
Electroencephalogram abnormal  
Erythrosis  
Gastrooesophageal reflux disease  
Maternal exposure during pregnancy  
Neonatal disorder  
Premature baby  
5967039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5967039 DIRECT Y HO 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus EFFEXOR XR S ORAL 37.5MG QD PO  WYETH AYERST

NORVASC C  
SYNTHROID C  
ZESTRIL C  
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5967110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5967110 EXPEDITED (15-DAY) Y HO,OT 2006AL000106 84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall OXAZEPAM S ORAL 140 MG; QD; PO  ALPHAPHARM
Head injury EFFEXOR XR S ORAL 37.5 MG; QD; PO  
Orthostatic hypotension ANAFRANIL S ORAL 50 MG; QD; PO  
Drug interaction ZOPICLONE S ORAL 7.5 MG; QD; PO  
Extrapyramidal disorder LERCANIDIPINE

HYDROCHLORIDE
S ORAL QD; PO  

Atrial fibrillation PRAVASTATIN SODIUM C  
FLUINDIONE C  

5968430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5968430 EXPEDITED (15-DAY) Y HO,OT KII-2006-0020597 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse MORPHINE SULFATE S ORAL ORAL  
Hypoxia OLANZAPINE (OLANZAPINE) S ORAL ORAL  
Renal failure QUETIAPINE FUMARATE S ORAL ORAL  
International normalised ratio increased LORATIDINE S ORAL ORAL  
Prothrombin time prolonged LISINOPRIL (LISINOPRIL) S ORAL ORAL  
Activated partial thromboplastin time prolonged CARISOPRODOL S ORAL 5600 MG, 5600 MG,

SEE TEXT,  ORAL
 

Blood pH decreased BENZATROPINE S ORAL 4 MG, SEE TEXT,
ORAL

 

Blood bicarbonate decreased ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

S ORAL SEE TEXT, ORAL  

Intracardiac thrombus VENLAFAXINE S ORAL 1200 MG, SEE TEXT,
ORAL

 

Gastrointestinal haemorrhage METOPROLOL TARTRATE S ORAL 200 MG, SEE TEXT,
ORAL

 

Aspartate aminotransferase increased COUMADIN S ORAL 10 MG, SEE TEXT,
ORAL

 

Hyperkalaemia RANIDITINE (RANITIDINE) S ORAL 1200 MG, SEE TEXT,
ORAL
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5968430
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ileus NIASPAN S ORAL 8000 MG, SEE TEXT,

ORAL
 

Hypotension ACETAMINOPHEN
(PARACETAMOL)

S ORAL ORAL  

Depressed level of consciousness DEXPANTHENOL\PYRIDOXINE
\RIBOFLAVIN\THIAMINE

S ORAL SEE TEXT, ORAL  

White blood cell count increased UNSPECIFIED INGREDIENT S  
Agitation  
Alanine aminotransferase increased  
Asthenia  
Blood calcium decreased  
Body temperature increased  
Dyspnoea  
Heart rate increased  
Irritability  
Pupillary reflex impaired  
Pupils unequal  
Rales  
5968982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5968982 EXPEDITED (15-DAY) Y OT HQWYE201105JAN06 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychiatric symptom EFFEXOR XR S  
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5969128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5969128 EXPEDITED (15-DAY) N DE HQWYE248609JAN06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
Depression  
Mental impairment  
Multiple injuries  
Pain  
Suicidal ideation  
5971470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2006 5971470 EXPEDITED (15-DAY) Y DS HQWYE280410JAN06 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S ORAL  
Neuropathy peripheral  

5960378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2006 5960378 EXPEDITED (15-DAY) Y LT JP-
JNJFOC-20060100965

55 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis LEVOFLOXACIN S ORAL 22 DAY
Renal failure TOPALGIC S ORAL 36 DAY
Hepatosplenic candidiasis POSACONAZOLE S ORAL 26 DAY

AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 52 DAY

FORTUM S INTRAVENOUS 20 DAY
NEURONTIN S ORAL 52 DAY
XANAX S ORAL 31 DAY
EFFEXOR S ORAL 36 DAY
NEXIUM C ORAL  
HEPARIN C  
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5962406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2006 5962406 EXPEDITED (15-DAY) Y DE,HO,LT GB-
JNJFOC-20060101663

34 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Multi-organ failure RISPERDAL S  
Completed suicide EFFEXOR S ORAL  
Serotonin syndrome CHLORPROMAZINE S  
Aspiration  
Blood pressure decreased  
Cardiac arrest  
Cardiac failure  
Chromaturia  
Depressed level of consciousness  
Heart rate decreased  
Hepatic necrosis  
Overdose  
Renal failure acute  
Rib fracture  
Sinus tachycardia  
5962537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2006 5962537 EXPEDITED (15-DAY) N HO US-
GLAXOSMITHKLINE-
A0589290A

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt PAXIL S ORAL  GLAXOSMITHKLINE
Suicidal ideation LAMICTAL S ORAL 3 YR GLAXOSMITHKLINE
Depression LEXAPRO S UNKNOWN  
Drug ineffective EFFEXOR S UNKNOWN  
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5972806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2006 5972806 EXPEDITED (15-DAY) N HO 2006005326 31 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt ZIPRASIDONE HYDROCHLORIDE S NINE MONTHS AGO  
Intentional overdose VENLAFAXINE S NINE MONTHS AGO  
Heart rate increased  
Somnolence  
5980700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2006 5980700 EXPEDITED (15-DAY) Y HO 2005-10-1010 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased DYAZIDE S ORAL  GLAXOSMITHKLINE
Visual impairment PEGINTERFERON ALFA-2B S SUBCUTANEOUS 90MCG Weekly  
Diarrhoea REBETOL S ORAL 1200MG Per day  
Nausea EFFEXOR S UNKNOWN  
Vomiting HYDROCHLOROTHIAZIDE C ORAL 50MG Unknown  
Gastroenteritis viral LOPRESSOR C ORAL 50MG Unknown  
Lethargy LOTENSIN C ORAL 20MG Unknown  GLAXOSMITHKLINE

ZYRTEC C ORAL 10MG Unknown  GLAXOSMITHKLINE
ASPIRIN C ORAL 81MG Per day  GLAXOSMITHKLINE
AMBIEN C ORAL 10MG At night  
DARVOCET-N 100 C  
PROCRIT C 60000UNIT Weekly  

5948039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2006 5948039 EXPEDITED (15-DAY) Y HO GBWYE201902DEC05 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL SEE IMAGE  
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5970115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2006 5970115 EXPEDITED (15-DAY) Y DE HQWYE258609JAN06 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Maternal exposure during pregnancy MATERNA (MULTIVITAMIN/

MULTIMINERAL)
C  

Multiple congenital abnormalities  
5970143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2006 5970143 EXPEDITED (15-DAY) Y HO,OT FRWYE295212JAN06 98 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diverticulum intestinal haemorrhagic EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY

ORAL
143 DAY

Anaemia  
5970151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2006 5970151 EXPEDITED (15-DAY) Y DE,HO,LT GBWYE536129MAR05 57 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation SERTRALINE HYDROCHLORIDE S ORAL SEE IMAGE  
Completed suicide ZOPICLONE C  
Overdose OLANZAPINE (OLANZAPINE) C  

DIAZEPAM (DIAZEPAM) C  
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5971998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2006 5971998 EXPEDITED (15-DAY) Y HO,DS NLWYE293712JAN06 80 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S ORAL SEE IMAGE 15 DAY
Aggression ARCOXIA C  
Condition aggravated FERROUS FUMARATE C  
Agitation LORAZEPAM C  

PANTOZOL C  
5973634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2006 5973634 EXPEDITED (15-DAY) Y HO HQWYE309112JAN06 16 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension EFFEXOR XR S ORAL ORAL  

ZYPREXA S ORAL 2.5 MG 1X PER 1 DAY
ORAL

 

5973886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2006 5973886 EXPEDITED (15-DAY) Y HO HQWYE309312JAN06 38 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation YASMIN C  
Migraine BRICANYL C  
Agitation ZANTAC C  
Myalgia NASONEX C  

5971809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2006 5971809 DIRECT N DE 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR S  WYETH
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5973880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2006 5973880 EXPEDITED (15-DAY) Y DE GBWYE293011JAN06 35 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR S UNKNOWN 'HIGH

DOSE'
1 YR

MIRTAZAPINE C  
6591313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2006 6591313 EXPEDITED (15-DAY) Y HO HQWYE310412JAN06 43 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR S  
Aggression SEROQUEL S ORAL 800 MG 1X PER 1 DAY;

ORAL
 

CLONAZEPAM C  
VALPROATE SODIUM C  
CHLORPROMAZINE
HYDROCHLORIDE

C  

LAMOTRIGINE C  

5941024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2006 5941024 EXPEDITED (15-DAY) Y OT GBWYE151517NOV05 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S ORAL SEE IMAGE  
Maternal exposure during pregnancy UNSPECIFIED INGREDIENT C  
Drug withdrawal syndrome EVENING PRIMROSE (EVENING

PRIMROSE OIL)
C  

Abortion spontaneous  
Depression  
Disease recurrence  
No therapeutic response  
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5976222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2006 5976222 EXPEDITED (15-DAY) Y HO,OT HQWYE311212JAN06 60 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG 1X PER 1 DAY  
Convulsion CHLORPROMAZINE S 50 MG, AS

NECESSARY; 100 MG
IN THE MORNING, AND
TOOK AN ADDITIONAL
100 MG

1 DAY

Dyspnoea OLANZAPINE C  
Tremor MIRTAZAPINE (MIRTAZAPINE) C  
Hypokalaemia DIAZEPAM (DIAZEPAM) C  
Hyponatraemia ZOLPIDEM TARTRATE C  
Blood bicarbonate decreased  
Blood calcium decreased  
Blood creatine increased  
Blood magnesium decreased  
Hypotension  
Pallor  
Pupils unequal  
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5884528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2006 5884528 EXPEDITED (15-DAY) Y HO US-BRISTOL-MYERS
SQUIBB
COMPANY-13091889

71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sedation CETUXIMAB S INTRAVENOUS  
Anaemia CARBOPLATIN S INTRAVENOUS  BRISTOL MYERS SQUIBB
Leukopenia GEMCITABINE S INTRAVENOUS  
Thrombocytopenia FUROSEMIDE S  

POTASSIUM CHLORIDE S  SANDOZ
OXYCONTIN S  
XANAX S  
SPIRONOLACTONE S  
TOPROL XL S  
SYNTHROID S  
NEXIUM S  
ADVAIR DISKUS S  
MAALOX S  
METHOCARBAMOL S  
FLEXERIL S  
RESTORIL S  
EFFEXOR S  
CENTRUM SILVER S  
LINSEED OIL S  
CALCIUM GLUCONATE S  
PREDNISONE S  
LORTAB S  
AMBIEN S  
CALCITRIOL S  
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5908771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2006 5908771 EXPEDITED (15-DAY) Y OT HQWYE924607OCT05 Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug clearance increased VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy SEROQUEL C  
Caesarean section TRITTICO (TRAZODONE) C  

DIAMOX #1 (ACETAZOLAMIDE) C  
5939155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2006 5939155 EXPEDITED (15-DAY) Y HO HQWYE548414NOV05 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion ZIAC S  
Hypovolaemia DEMADEX S  
Acute prerenal failure EFFEXOR S  
Anaemia LEXAPRO S  
Paranoia NORVASC C  
Tremor SEROQUEL C  
Depression ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Blood glucose increased  
Hypertension  
Metabolic alkalosis  
Nephrosclerosis  
Weight decreased  
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5970155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2006 5970155 EXPEDITED (15-DAY) Y DS GBWYE289710JAN06 64 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Treatment noncompliance OLANZAPINE (OLANZAPINE) C  
Condition aggravated LITHIUM (LITHIUM) C  
Medication error THYROXIN T3

(LEVOTHYROXIEN SODIUM/
LIOTHYRONINE)

C  

FLUOXETINE C  
5973426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2006 5973426 DIRECT N 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 1 TIME EACH

DAY PO
3 YR

Abnormal dreams  
Aggression  
Chills  
Crying  
Disturbance in attention  
Hot flush  
Memory impairment  
Restlessness  
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5977602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2006 5977602 EXPEDITED (15-DAY) Y HO,OT FRWYE315319JAN06 51 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 112.5 MG TOTAL

DAILY, ORAL
 

Fall ENBREL C  
Orthostatic hypotension  
Road traffic accident  

5973682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2006 5973682 EXPEDITED (15-DAY) N OT 2006005160 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal NEURONTIN S ORAL ORAL  
Paraesthesia LYRICA S ORAL 150 MG (75 MG, 2 IN 1

D), ORAL
 

Headache EFFEXOR S ORAL ORAL  
Pruritus MORPHINE S  
Hyperhidrosis TRILEPTAL S ORAL 1500 MG (300 MG),

ORAL
 

Oesophageal achalasia UNSPECIFIED INGREDIENT S  
Myoclonus REMERON C  
Sedation TRAZODONE HYDROCHLORIDE C  
Complex regional pain syndrome KLONOPIN C  
Condition aggravated PRAVACHOL C  
No therapeutic response ATARAX C  
Arthralgia  
5980885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2006 5980885 EXPEDITED (15-DAY) N OT HQWYE431119JAN06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event EFFEXOR XR S  
Drug dependence  
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5970678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2006 5970678 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0544270A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger WELLBUTRIN S ORAL  GLAXOSMITHKLINE

EFFEXOR S UNKNOWN  
5970864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2006 5970864 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0567212A

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea WELLBUTRIN S ORAL 300MG Per day  GLAXOSMITHKLINE
Malaise EFFEXOR XR S UNKNOWN 75MG Unknown  
5970922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2006 5970922 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0574130A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety WELLBUTRIN S ORAL  GLAXOSMITHKLINE
Feeling abnormal PAXIL S ORAL  GLAXOSMITHKLINE
Bronchospasm EFFEXOR S UNKNOWN  
Hypersensitivity  
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5978339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2006 5978339 EXPEDITED (15-DAY) Y HO FRWYE325123JAN06 86 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Pulmonary embolism MIANSERIN HYDROCHLORIDE S ORAL 1 DOSE 1X PER 1 DAY
ORAL

 

ZOPICLONE S ORAL 7.5 MG TOTAL DAILY
ORAL

 

INEXIUM (ESOMEPRAZOLE) C  
VERAPAMIL HYDROCHLORIDE C  

5983624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jan-2006 5983624 EXPEDITED (15-DAY) Y OT HQWYE448120JAN06 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Joint hyperextension EFFEXOR XR S ORAL 37.5 MG, 1X PER 1

DAY, ORAL
 

Pupil fixed REGLAN S  
Trismus LEVONORGESTREL W/

ETHINYLESTRADIOL
(ETHINYLESTRADIOL/
LEVONORGESTREL)

C  

Nausea ANAPROX C  
Drug hypersensitivity  
Dystonia  
Muscle rigidity  
Pallor  
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5941584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2006 5941584 EXPEDITED (15-DAY) Y HO 006062 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion ZIAC S  
Acute prerenal failure DEMADEX S  
Metabolic alkalosis EFFEXOR S  
Anaemia LEXAPRO S  
Depression NORVASC C  
Paranoia SEROQUEL C  
Hypertension ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Agitation  
Hypovolaemia  
Skin turgor decreased  
Tremor  
Weight decreased  
5965829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2006 5965829 EXPEDITED (15-DAY) Y OT GBWYE280906JAN06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dextrocardia EFFEXOR S TRANSPLACENTAL 300 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Maternal exposure during pregnancy  
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5981142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2006 5981142 EXPEDITED (15-DAY) N OT HQWYE431619JAN06 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Amnesia LAMICTAL S 150 & 300 MG 1X PER
1 DAY

 

Disturbance in attention  
Dizziness  
Drug ineffective  
Drug interaction  
Drug withdrawal syndrome  
Feeling drunk  
Nausea  
Suicidal ideation  
Threat of redundancy  
5981185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2006 5981185 EXPEDITED (15-DAY) N OT HQWYE393418JAN06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL 1 CAPSULE 1X PER 1

DAY, ORAL
 

Road traffic accident TYLENOL WITH CODEINE S  
Drug abuser  
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5983046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2006 5983046 EXPEDITED (15-DAY) Y OT 2006-BP-00409RO 79 YR Female

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug level below therapeutic LITHIUM CARBONATE (LITHIUM

CARBONATE)
S 600 MG DIALY  

Drug ineffective MIRTAZAPINE (MIRTAZAPINE) S  
Essential hypertension VENLAFAXINE S  
Anxiety PAROXETINE HYDROCHLORIDE S ORAL 40 MG DAILY, PO  
Aphasia TRAZODONE HYDROCHLORIDE S 150 MG DAILY  
Electroencephalogram abnormal ENALAPRIL C  
Disorientation HYDROCHLOROTHIAZIDE

(HYDROCHLOROTHIAZIDE)
C  

Cognitive disorder THIOPENTAL SODIUM C  
5983422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2006 5983422 EXPEDITED (15-DAY) OT HQWYE435919JAN06 45 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased LIPITOR C  
Disturbance in attention  
Dizziness  
Fatigue  
Headache  
Hypoglycaemia  
Psychomotor hyperactivity  
Sleep disorder  

5952935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2006 5952935 EXPEDITED (15-DAY) Y OT GBWYE238415DEC05 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dextrocardia EFFEXOR S TRANSPLACENTAL SEE IMAGE  
Maternal exposure during pregnancy  
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5958981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2006 5958981 EXPEDITED (15-DAY) OT GBWYE258122DEC05 81 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR XR S 75 MG 1X PER 1 DAY  
Confusional state OLANZAPINE (OLANZAPINE) C  
Amnesia  
Blood pressure increased  
Headache  
Heart rate increased  
Vomiting  
5978631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2006 5978631 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 DAILY PO  WYETH
Disturbance in attention  
Feeling abnormal  
Loss of libido  
Mood altered  
Mood swings  
Paraesthesia  
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5980572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2006 5980572 DIRECT Y HO,LT,RI 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post procedural oedema EFFEXOR S 75 MGM QD  
Ecchymosis  
Laryngeal oedema  
Muscle haemorrhage  
Post procedural complication  
Post procedural haemorrhage  
Procedural site reaction  
Skin haemorrhage  
Thyroid disorder  
5981228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2006 5981228 EXPEDITED (15-DAY) Y DE HQWYE490124JAN06 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse event EFFEXOR XR S ORAL "HIGH DOSE" ORAL  
5982511FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2006 5982511 EXPEDITED (15-DAY) Y HO S06-FRA-00094-01 85 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia CITALOPRAM HYDROBROMIDE S ORAL 20 MG QD PO  
Blood osmolarity decreased EFFEXOR S ORAL 1 QD PO  
Convulsion INEXIUM (ESOMEPRAZOLE

MAGNESIUM) (ESOMEPRAZOLE)
C  

Cerebral atrophy ATACAND (CANDESARTAN
CILEXETIL)

C  

Bundle branch block left  
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5983074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2006 5983074 EXPEDITED (15-DAY) OT HQWYE402318JAN06 31 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 750 MG (OVERDOSE

AMOUNT) ORAL
1 DAY

Suicide attempt UNSPECIFIED INGREDIENT C  
Face oedema  
Intentional product misuse  
Somnolence  
5985641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2006 5985641 EXPEDITED (15-DAY) Y DE HQWYE432119JAN06 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Cardiac arrest  

5980625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2006 5980625 DIRECT Y HO,LT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG BID PO 2 WEEK WYETH
Hallucination, auditory ABILIFY C  
Blood creatine phosphokinase increased  
Myalgia  
Suicide attempt  
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5984478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2006 5984478 EXPEDITED (15-DAY) N OT HQWYE510026JAN06 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nightmare EFFEXOR XR S ORAL SEE IMAGE  
Hallucination, auditory CYTOMEL C  
Suicidal ideation LEVOTHROID C  
Drug withdrawal syndrome  
Economic problem  
Treatment noncompliance  
5986309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2006 5986309 EXPEDITED (15-DAY) Y HO,OT FRWYE341327JAN06 80 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG TOTAL DAILY  
Hyponatraemia CANDESARTAN CILEXETIL

\HYDROCHLOROTHIAZIDE
S  

General physical health deterioration SOTALOL HYDROCHLORIDE C  
Apathy  
Confusional state  
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5836044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2006 5836044 EXPEDITED (15-DAY) Y HO DEWYE775827JUN05 63 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG ORAL  
Gamma-glutamyltransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL 375 MG ORAL 24 DAY
Aspartate aminotransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG ORAL 1 DAY
Alanine aminotransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG ORAL 1 DAY

METOPROLOL SUCCINATE S ORAL 47.5 MG ORAL  
MIRTAZAPINE S ORAL 15 MG ORAL 13 SEC
MIRTAZAPINE S ORAL 30 MG ORAL  
TRIMIPRAMINE MALEATE S ORAL 50 MG ORAL 13 DAY
TRIMIPRAMINE MALEATE S ORAL 25 MG ORAL 11 DAY
ZYPREXA S ORAL 20 MG ORAL  
LITHIUM CARBONATE C  
LORAZEPAM C  

5970116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2006 5970116 EXPEDITED (15-DAY) Y HO CHWYE216609DEC05 56 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinus tachycardia EFFEXOR S ORAL 75 MG 2X PER 1 DAY,

75 MG 1X PER 1 DAY
 

Electrocardiogram repolarisation abnormality  
Mental disorder  
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5728428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2006 5728428 EXPEDITED (15-DAY) Y DE,HO HQWYE634314JAN05 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Headache ATIVAN C  
Mental status changes KLONOPIN C  
Insomnia LEXAPRO C  
Asphyxia  
Completed suicide  
Excoriation  
Feeling abnormal  
Malaise  
Nightmare  
Pulmonary congestion  
5983395FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Feb-2006 5983395 EXPEDITED (15-DAY) Y HO,DS GBWYE335626JAN06 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension EFFEXOR S ORAL VARIABLE ORAL  
Drug withdrawal syndrome  

Page: 1,660 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5973660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2006 5973660 EXPEDITED (15-DAY) Y DS FRWYE297513JAN06 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary valve stenosis congenital EFFEXOR S TRANSPLACENTAL A TOTAL OF 2

TABLETS DAILY
TRANSPLACENTAL

4 DAY

Ventricular septal defect TRANXENE T-TAB S TRANSPLACENTAL A TOTAL OF 3
TABLETS DAILY
TRANSPLACENTAL

4 DAY

Anomaly of external ear congenital  
Congenital musculoskeletal anomaly  
Congenital nose malformation  
Dysmorphism  
High arched palate  
Maternal exposure during pregnancy  
Premature baby  
Rib deformity  
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5981242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2006 5981242 EXPEDITED (15-DAY) HO HQWYE436919JAN06 61 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritable bowel syndrome EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated DIAZEPAM (DIAZEPAM) C  
Dyspnoea LOSEC (OMEPRAZOLE) C  
Sleep disorder GLICLAZIDE C  
Agoraphobia  
Drug withdrawal syndrome  
Insomnia  
Nervousness  
Nightmare  
Paraesthesia  
Psychiatric symptom  
Self esteem decreased  

5958971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2006 5958971 EXPEDITED (15-DAY) Y OT GBWYE256321DEC05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QRS complex abnormal EFFEXOR S 225 MG  
Electrocardiogram ST segment abnormal  
Electrocardiogram T wave abnormal  
Myocardial ischaemia  
5989216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2006 5989216 EXPEDITED (15-DAY) Y HO,OT HQWYE581931JAN06 47 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR XR S ORAL 150 & 225 MG 1X PER

1 DAY ORAL
 

Laboratory test abnormal TESTOSTERONE C  
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5989276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2006 5989276 EXPEDITED (15-DAY) OT HQWYE522726JAN06 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL ORAL  

5979090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5979090 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0569135A

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety PAXIL S ORAL 30MG Per day 10 YR GLAXOSMITHKLINE
Nausea EFFEXOR S UNKNOWN  
Influenza like illness ATENOLOL S UNKNOWN  
Hypertension  
Weight decreased  
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5979420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5979420 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0574069A

61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation PAXIL S ORAL 30MG Per day  GLAXOSMITHKLINE
Hyperhidrosis PAXIL CR S ORAL  GLAXOSMITHKLINE
Diarrhoea EFFEXOR S UNKNOWN  
Weight decreased ALLEGRA C  
Nausea LEVOTHYROXINE C  GLAXOSMITHKLINE
Crying ALPRAZOLAM C  
Drug withdrawal syndrome EX-LAX C  
Drug ineffective MULTI-VITAMIN C  

VITAMIN B COMPLEX C  
BETA-CAROTENE C  
PANTOTHENIC ACID C  
VITAMIN C C  GLAXOSMITHKLINE
VITAMIN E C  
LYSINE C  
CALCIUM GLUCONATE C  
MAGNESIUM C  
ZINC C  
MANGANESE C  
GARLIC C  
SELENIUM SULFIDE C  
FOLIC ACID C  
LACTAID C  
RESCUE REMEDY C  
PEPTO-BISMOL C  
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5979421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5979421 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0574080A

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia PAXIL S ORAL 20MG Per day 10 YR GLAXOSMITHKLINE
Disturbance in attention WELLBUTRIN S ORAL 150MG Twice per day 2 YR GLAXOSMITHKLINE
Depression WELLBUTRIN SR S ORAL 150MG Twice per day  GLAXOSMITHKLINE
Social avoidant behaviour EFFEXOR S UNKNOWN  
Fatigue TRAZODONE HYDROCHLORIDE C  
Thinking abnormal BUSPAR C  
Logorrhoea  
5979823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5979823 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0579602A

61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PAXIL S ORAL 2 YR GLAXOSMITHKLINE
Malaise ZETIA S  
Drug withdrawal syndrome AMITRIPTYLINE S UNKNOWN  

EFFEXOR S UNKNOWN  
INDERAL C  

5979936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5979936 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0581619A

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased PAXIL S ORAL 30MG Per day  GLAXOSMITHKLINE
Tremor EFFEXOR S UNKNOWN  

XANAX C  
UNSPECIFIED INGREDIENT C  
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5984375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5984375 DIRECT N RI 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75MG    1 A DAY   PO  WYETH
Disturbance in attention  
Disturbance in social behaviour  
Insomnia  
5986799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5986799 DIRECT Y HO 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia BUSPAR S ORAL 20 MG BID PO  
Confusional state KLONOPIN S ORAL 20 MG BID PO  
Muscle rigidity VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG QD PO  
Clonus  
Tremor  
5989797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5989797 EXPEDITED (15-DAY) Y HO,OT FRWYE359202FEB06 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL 75 MG, TOTAL DAILY

ORAL
 

Confusional state TAHOR (ATORVASTATIN) C  
PARIET (RABEPRAZOLE) C  
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5991721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 5991721 EXPEDITED (15-DAY) N OT 2006013535 75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hangover VIAGRA S 50 MG (50 MG, 1 AS

NECESSARY),
 

Depression EFFEXOR S 50 MG (25 MG, 2 IN 1
D),

 

Erectile dysfunction UNSPECIFIED INGREDIENT C  
Condition aggravated ALTACE C  
Drug ineffective FOLIC ACID C  
Coronary artery occlusion CELEBREX (CELECXIB) C  
Hypertension UROXATRAL (ALFUSOSIN

HYDROCHLORIDE)
C  

Drug effect decreased AMBIEN C  
SYNTHROID C  
TENIDAP (TENIDAP SODIUM) C  
ASPIRIN (ACETYLSALICYLIC
ACID)

C  

PINDOLOL C  
PRILOSEC C  
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6252032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2006 6252032 EXPEDITED (15-DAY) Y HO 2006013261 75 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia ATORVASTATIN CALCIUM S ORAL 40 MG (1 IN 1 D), ORAL  
Drug interaction PANTOPRAZOLE SODIUM S ORAL 40 MG (1 IN 1 D), ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG (1 IN 1 D),
ORAL; 75 MG, ORAL

 

TRIAMTERENE AND
HYDROCHLOROTHIAZIDE

S ORAL 25 MG (1 IN 1 D), ORAL  

PLAVIX S ORAL 70 MG (DAILY), ORAL  
ENALAPRIL MALEATE S ORAL 15 MG (DAILY), ORAL  
TAVOR C  
ZOLPIDEM C  
SOLIAN (AMISULPRIDE) C  
LEVOTHYROXINE SODIUM C  
MIRTAZAPINE C  
CITALOPRAM HYDROBROMIDE C  
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5921785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2006 5921785 EXPEDITED (15-DAY) Y DE L05-USA-03935-24 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM HYDROCHLORIDE S  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S  
Respiratory arrest ACETAMINOPHEN W/

HYDROCODONE BITARTRATE
S  

Self-medication METOCLOPRAMIDE S  
Coma MEDROXYPROGESTERONE

ACETATE
S  

Bradycardia  
Hypotension  
Metabolic acidosis  
Nodal arrhythmia  
Pulseless electrical activity  
5922028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2006 5922028 EXPEDITED (15-DAY) Y DE,HO L05-USA-03935-31 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM S  
Hypotension CLONIDINE S  
Depressed level of consciousness VENLAFAXINE HYDROCHLORIDE S  
Chest X-ray normal RISPERIDONE S  
Nervous system disorder HYDROCHLOROTHIAZIDE S  
Refusal of treatment by relative  
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5989838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2006 5989838 EXPEDITED (15-DAY) Y OT CHWYE331425JAN06 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
1 DAY

Accommodation disorder  
Chills  
Colour blindness  
Loss of consciousness  
Muscle spasms  
Orthostatic hypotension  
Restlessness  
Tachycardia  
6962702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2006 6962702 EXPEDITED (15-DAY) Y HO FR200601003562 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy HUMALOG S TRANSPLACENTAL TRANSPLACENTAL  
Neonatal respiratory distress syndrome EFFEXOR S  
Hypoglycaemia neonatal VELOSULIN BR C  
Apgar score low  
Caesarean section  
Foetal heart rate disorder  
Jaundice neonatal  
Maternal condition affecting foetus  
Maternal hypertension affecting foetus  
Premature baby  
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5982147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2006 5982147 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0574164A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia PAXIL CR S ORAL  GLAXOSMITHKLINE
Drug ineffective EFFEXOR S UNKNOWN  
5986073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2006 5986073 DIRECT N DE,OT 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR S ORAL PO  
Cardiac arrest  
5993316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2006 5993316 EXPEDITED (15-DAY) N DE HQWYE611701FEB06 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S OVERDOSE AMOUNT

UNKNOWN
 

Completed suicide UNSPECIFIED INGREDIENT S  
Medication error  
5995842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2006 5995842 EXPEDITED (15-DAY) OT HQWYE630902FEB06 49 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S ORAL SEE IMAGE 6 MTH
Loss of consciousness ALCOHOL S  
Fall GLICLAZIDE C  
Verbal abuse  
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5995931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Feb-2006 5995931 EXPEDITED (15-DAY) Y DE HQWYE630102FEB06 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR XR S ORAL "HIGH DOSE" ORAL  

EDRONAX C  
AVANZA (MIRTAZAPINE) C  

5885240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2006 5885240 EXPEDITED (15-DAY) Y OT HQWYE467414SEP05 58 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Hyperhidrosis UNSPECIFIED INGREDIENT C  
Craniocerebral injury  
Libido decreased  
5954772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2006 5954772 EXPEDITED (15-DAY) Y DE DEWYE245819DEC05 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL 18 TABLETS 37.5 MG

EACH (OVERDOSE
AMOUNT 675 MG)
ORAL;  ORAL

 

Intentional overdose LAMICTAL C  
Refusal of treatment by patient TOPAMAX C  
Alcohol use  
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5960866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2006 5960866 EXPEDITED (15-DAY) Y OT 2005172607 33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy ZIPRASIDONE HYDROCHLORIDE S ORAL 40 MG (20 MG, 2 IN 1

D), ORAL
 

Pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, ORAL  
Abortion spontaneous SEROQUEL S ORAL 75 MG (3 IN 1 D), ORAL  
Human chorionic gonadotropin decreased  
5965761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2006 5965761 EXPEDITED (15-DAY) Y OT HQWYE242306JAN06 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL SEE IMAGE  
Irritability WELLBUTRIN XL C  
Agitation  
Anger  
Complication of pregnancy  
Depression  
Drug abuser  
Fatigue  
Flashback  
Gestational diabetes  
Impaired work ability  
Malaise  
Mood swings  
Nightmare  
Panic attack  
Premature rupture of membranes  
Psychomotor skills impaired  
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5965762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2006 5965762 EXPEDITED (15-DAY) Y HO,OT HQWYE161703JAN06 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Apnoea neonatal WELLBUTRIN XL S TRANSPLACENTAL 150 MG 2X PER 1 DAY,

TRANSPLACENTAL
 

Congenital infection  
Congenital intestinal malformation  
Maternal exposure during pregnancy  
5995481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2006 5995481 EXPEDITED (15-DAY) Y OT HQWYE645603FEB06 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL; 300 MG 1X PER
1 DAY ORAL

 

Agitation  
Drug ineffective  
Insomnia  
Tension  

5906689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2006 5906689 EXPEDITED (15-DAY) Y OT DEWYE032205OCT05 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lung neoplasm VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 2 TIMES PER

DAY ORAL
 

5989887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2006 5989887 EXPEDITED (15-DAY) Y OT GBWYE351631JAN06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Contusion EFFEXOR S ORAL ORAL  
Chronic lymphocytic leukaemia  

Page: 1,674 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5996172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2006 5996172 EXPEDITED (15-DAY) Y HO CHWYE381010FEB06 < 1 DAY Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anticholinergic syndrome EFFEXOR S  
Sinus tachycardia AMISULPRIDE S  
Mydriasis HALOPERIDOL S  
Dry mouth LITHIUM (LITHIUM) C  
5996543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2006 5996543 EXPEDITED (15-DAY) N OT HQWYE702807FEB06 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Blood pressure increased  
Drug ineffective  
Drug withdrawal syndrome  
Headache  
Heart rate increased  
Initial insomnia  
Muscle twitching  
Paraesthesia  
Tinnitus  
5996615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2006 5996615 EXPEDITED (15-DAY) Y OT 2006011220 75 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal LYRICA S ORAL 600 MG (300 MG, 2 IN 1

D), ORAL
 

Fall VENLAFAXINE S  
Neuralgia OXYCONTIN C  
Disease recurrence  
Vertigo  
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5997221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2006 5997221 EXPEDITED (15-DAY) Y OT GBWYE382010FEB06 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adrenal suppression EFFEXOR XR S  

5916077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2006 5916077 EXPEDITED (15-DAY) Y HO GBWYE962008SEP05 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angina pectoris EFFEXOR XR S ORAL 300 MG, ORAL  
Panic attack ASPIRIN (ACETYLSALICYLIC

ACID)
C  

ISOSORBIDE MONONITRATE C  
5996898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2006 5996898 EXPEDITED (15-DAY) Y OT HQWYE754710FEB06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S  
Oedema  
Pulmonary oedema  
5997513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2006 5997513 EXPEDITED (15-DAY) Y OT ESWYE376209FEB06 92 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
9 DAY

Confusional state DUPHALAC C  
Hyponatraemia FOSAMAX C  
Urinary retention CALCIUM PHOSPHATE (CALCIUM

PHOSPHATE)
C  

COLECALCIFEROL
(COLECALCIFEROL)

C  
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5988017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2006 5988017 EXPEDITED (15-DAY) Y HO HQWYE518226JAN06 45 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Splenic haematoma EFFEXOR S  
Pain  
Spleen congestion  
5998059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2006 5998059 EXPEDITED (15-DAY) Y HO,OT ESWYE374108FEB06 51 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Right ventricular failure VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
32 DAY

Pulmonary hypertension TRANXILIUM (CLORAZEPATE
DISPOTASSIUM)

C  

FLURAZEPAM C  
5998174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2006 5998174 EXPEDITED (15-DAY) Y DE HQWYE791614FEB06 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR S  
Toxicity to various agents METHADONE HYDROCHLORIDE S  
Nausea DIAZEPAM C  
Vomiting ANGIOMAX C  
Apnoea ALBUTEROL (SALBUTAMOL) C  
Loss of consciousness ASPIRIN C  
Arteriosclerosis coronary artery  
Granuloma  
Lung disorder  
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5998182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2006 5998182 EXPEDITED (15-DAY) N OT HQWYE736509FEB06 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S  
5998796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2006 5998796 EXPEDITED (15-DAY) Y OT SEWYE379209FEB06 Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S TRANSPLACENTAL 150 MG 1X PER 2 DAY,

TRANSPLACENTAL
 

Atrial septal defect  
Patent ductus arteriosus  

5984338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2006 5984338 EXPEDITED (15-DAY) N HO,DS,OT PHEH2006US02015 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression LAMISIL S ORAL 250 mg, QD 82 DAY NOVARTIS
Electroconvulsive therapy DULOXETINE HYDROCHLORIDE S ORAL 60 mg, QD  
Suicidal ideation QUETIAPINE S ORAL 200 mg, QD  
Drug interaction MIRTAZAPINE S ORAL 15 mg, QD  

VENLAFAXINE HYDROCHLORIDE S ORAL 300 mg, QD  
TEMAZEPAM C ORAL 30 mg, QD  

5986432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2006 5986432 EXPEDITED (15-DAY) Y HO CH-
JNJFOC-20060202551

Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anticholinergic syndrome HALDOL S ORAL  
Sinus tachycardia VENLAFAXINE HYDROCHLORIDE S ORAL  
Mydriasis AMISULPRIDE S ORAL  
Dry mouth LITHIUM C ORAL  
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5986989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2006 5986989 EXPEDITED (15-DAY) N DE US-ROCHE-435731 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest DIAZEPAM S UNKNOWN  ROCHE
Nausea BIVALIRUDIN S UNKNOWN DOSE REPORTED AS

0.1
1 DAY

Vomiting EFFEXOR S UNKNOWN  
Apnoea METHADONE S UNKNOWN  
Loss of consciousness SALBUTAMOL C  
Toxicity to various agents ACETYLSALICYLIC ACID C  
5997987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2006 5997987 EXPEDITED (15-DAY) Y DE GRWYE385913FEB06 32 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Anxiety  
Chest pain  
Hyperthyroidism  
Stress  
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5998778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2006 5998778 EXPEDITED (15-DAY) OT NLWYE392914FEB06 44 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukopenia VENLAFAXINE HYDROCHLORIDE S 75 & 225MG, 1X PER 1

DAY
 

Abdominal pain  
Blood thyroid stimulating hormone decreased  
Cardiac disorder  
Cerebrovascular accident  
Lymphopenia  
Muscle spasms  
Neutrophilia  
Red blood cell count decreased  
5998808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2006 5998808 EXPEDITED (15-DAY) Y OT HQWYE739509FEB06 50 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL "STARTER PACK OF

XR" ORAL
 

Cholelithiasis LIPITOR S  
Hepatitis METFORMIN HYDROCHLORIDE S  

NOROXIN S  
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5942527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2006 5942527 EXPEDITED (15-DAY) Y DE,HO HQWYE671322NOV05 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritability EFFEXOR S ORAL TOOK SOME EXTRA

PILLS, ORAL
 

Cataract IBUPROFEN C  
Abdominal pain  
Aspiration  
Asthenia  
Blood pressure diastolic decreased  
Cardiac arrest  
Depressed mood  
Haemorrhage  
Intentional overdose  
Intentional self-injury  
Pulse abnormal  
Restlessness  
Self injurious behaviour  
Substance abuse  
Toxicity to various agents  
Ventricular fibrillation  
Ventricular tachycardia  
Vomiting  
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5986742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2006 5986742 EXPEDITED (15-DAY) Y OT 2005162355 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tension ZOLOFT S ORAL 50 MG (50 MG, 1 IN 1

D), ORAL
 

Drug ineffective XANAX S ORAL ORAL  
Muscular weakness LIPITOR S 80 MG (80 MG, 1 IN 1

D)
 

Myalgia REMERON S  
Diarrhoea PAXIL S  
Pain EFFEXOR XR S  
Feeling abnormal INDERAL C  
Anxiety REGLAN C  
Condition aggravated UNSPECIFIED INGREDIENT C  
Drug dose omission  
Dyspnoea  
Eye disorder  
Flat affect  
Sleep disorder  
Surgery  
Tachycardia  
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5999204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2006 5999204 EXPEDITED (15-DAY) Y HO DEWYE386813FEB06 48 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sopor VENLAFAXINE HYDROCHLORIDE S ORAL UNKNOWN

OVERDOSE AMOUNT,
ORAL

1 DAY

Agitation ALCOHOL S ORAL UNKNOWN
OVERDOSE AMOUNT,
ORAL

1 DAY

Delirium MELPERONE S ORAL AT LEAST 10 TABLETS
(OVERDOSE AMOUNT
AT LEAST 1000 MG)

1 DAY

Alcohol use  
Dysarthria  
Haematemesis  
Hallucination  
Hypothermia  
Intentional overdose  
Nausea  
Suicide attempt  
5999238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2006 5999238 EXPEDITED (15-DAY) Y HO GBWYE383710FEB06 22 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG, ORAL  
Blood potassium decreased  
Blood sodium decreased  
Head injury  
Inappropriate antidiuretic hormone secretion  
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5829725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2006 5829725 EXPEDITED (15-DAY) Y HO,LT,OT 2005-06-0938 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident PEGINTRON S SUBCUTANEOUS SEE IMAGE  
Concussion REBETOL S ORAL SEE IMAGE  
Clavicle fracture EFFEXOR XR S ORAL 75 MG QD ORAL  
Rib fracture XANAX S ORAL SEE IMAGE  
Dissociative identity disorder KLONOPIN S 3 MG  
Abdominal pain lower  
Agitation  
Anxiety  
Brain oedema  
Drug hypersensitivity  
Drug ineffective  
Dry mouth  
Fall  
Feeling of body temperature change  
Headache  
Head injury  
Heart rate increased  
Hyperhidrosis  
Incorrect dose administered  
Musculoskeletal pain  
Overdose  
Pain  
Pain in extremity  
Panic attack  
Red blood cell count decreased  
Restlessness  
Upper respiratory tract infection  
Weight decreased  
White blood cell count decreased  
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5941984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2006 5941984 EXPEDITED (15-DAY) Y DE,HO GXKR2005CH02320 75 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis cholestatic LISINOPRIL S 2.5 MG, QD  
Jaundice cholestatic EFFEXOR S ORAL 75 MG, QD, ORAL  
Hepatic failure NEXIUM S ORAL 20 MG, QD, ORAL  
Encephalopathy GLUCOPHAGE S ORAL 500 MG, TID, ORAL  
Blood culture positive PRAVASTATIN SODIUM S ORAL 20 MG, QD, ORAL  
Streptococcal infection ASPIRIN S 100 MG, QD  
Hepatic cancer TOREM (TORASEMIDE) C  
Portal vein thrombosis PRADIF (TAMSULOSIN

HYDROCHLORIDE)
C  

Alcoholism PROSCAR C  
Condition aggravated  
Duodenal ulcer  
General physical health deterioration  
Melaena  
5988902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2006 5988902 EXPEDITED (15-DAY) N HO AU-ROCHE-436125 55 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea VALIUM S UNKNOWN  ROCHE
Hepatic enzyme increased EFFEXOR S ORAL  
Leukocytosis QUETIAPINE S ORAL  
Neutrophilia CLOZARIL S ORAL  
Vomiting CLOZARIL S ORAL INCREASED DOSAGE

IN RESPONSE TO THE
ADVERSE
REACTIONS.

 

Tardive dyskinesia  
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5759876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 5759876 NON-EXPEDITED Y OT HQWYE766306DEC04 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR S  
Blood pressure increased ADDERALL S SUBLINGUAL 8 MG 1X PER 1 DAY,

SUBLINGUAL
 

SUBOXONE S SUBLINGUAL 8 MG 1X PER 1 DAY,
SUBLINGUAL

 

5761658FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 5761658 NON-EXPEDITED Y HO,LT,OT HQWYE267028DEC04 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR S ORAL SEE IMAGE  
Eye swelling ADVAIR DISKUS S INHALATION 100/50MCG - 1 PUFF

TWICE PER DAY,
INHALATION

 

XANAX C  
5967646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 5967646 EXPEDITED (15-DAY) Y HQWYE179904JAN06 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis EFFEXOR XR S ORAL SEE IMAGE 1 MTH
5987619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 5987619 EXPEDITED (15-DAY) Y OT HQWYE388717JAN06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular tachycardia EFFEXOR XR S ORAL ORAL/"SOME TIME"  
Wolff-Parkinson-White syndrome  
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5989924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 5989924 EXPEDITED (15-DAY) Y HO,OT HQWYE541427JAN06 38 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL OVERDOSE AMOUNT

UNKNOWN - "WITHIN
THERAPEUTIC
RANGE", ORAL

1 DAY

Fatigue VALPROATE SODIUM S ORAL OVERDOSE AMOUNT
UNKNOWN - "WITHIN
THERAPEUTIC
RANGE", ORAL

1 DAY

Somnolence LAMOTRIGINE S ORAL OVERDOSE AMOUNT
UNKNOWN - "WITHIN
THERAPEUTIC
RANGE", ORAL

1 DAY

CLONAZEPAM S ORAL OVERDOSE AMOUNT
UNKNOWN - "WITHIN
THERAPEUTIC
RANGE", ORAL

 

6000196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6000196 EXPEDITED (15-DAY) Y HO,OT ESWYE391314FEB06 42 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic reaction VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG 1X PER 1

DAY, ORAL
1 DAY

Acute pulmonary oedema TAMOXIFEN C  
Suffocation feeling  
6000506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6000506 EXPEDITED (15-DAY) Y LT GBWYE404917FEB06 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female EFFEXOR S ORAL 150MG ORAL  

FERROUS SULPHATE (FERROUS
SULFATE)

C  
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6000536FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6000536 EXPEDITED (15-DAY) Y HO GBWYE007726SEP05 75 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash pruritic EFFEXOR XR S 75 MG 1X PER 1 WK  
Rash macular OLANZAPINE C  
Skin infection FOLIC ACID C  

ZOPICLONE C  
AMISULPRIDE C  

6001086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6001086 EXPEDITED (15-DAY) Y HO HQWYE770013FEB06 88 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychiatric symptom EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug withdrawal syndrome THEOPHYLLINE C  
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6001522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6001522 EXPEDITED (15-DAY) Y DE SEWYE415421FEB06 40 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Vomiting REMERON S OPHTHALMIC 30 MG OPHTHALMIC  
Muscle spasms SEROQUEL S ORAL 300 + 500 MG DAILY

ORAL
 

Drug ineffective ALPRAZOLAM C  
Pallor AMLODIPINE C  
Blood pressure diastolic increased ZOPICLONE C  
Drug level increased ALBYL-E (ACETYLSALICYLIC

ACID/MAGNESIUM OXIDE)
C  

Acute myocardial infarction VIVAL (DIAZEPAM) C  
Ventricular fibrillation AMLODIPINE C  
Anxiety  
Convulsion  
6041451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041451 NON-EXPEDITED Y OT HQWYE793503MAR05 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 75 MG, ORAL  

WELLBUTRIN XL S ORAL 300 MG 1X PER 1 DAY,
ORAL

 

ZONISAMIDE C  
COZAAR C  
LIPITOR C  
GLUCOTROL C  
CIALIS C  
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6041465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041465 NON-EXPEDITED Y OT HQWYE877708MAR05 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S  
6041540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041540 NON-EXPEDITED N OT HQWYE953111OCT05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S  
Nonspecific reaction UNSPECIFIED INGREDIENT C  
Anxiety  
Condition aggravated  
Fear  
6041541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041541 NON-EXPEDITED N OT HQWYE987831JAN05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcoholism EFFEXOR S  
6041546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041546 NON-EXPEDITED N HQWYE025702FEB05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 150 MG  
Nonspecific reaction  
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6041549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041549 NON-EXPEDITED N HQWYE028002FEB05 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR S ORAL SEE IMAGE  
Disorientation  
Disturbance in attention  
Dizziness  
Impaired driving ability  
Unevaluable event  
6041572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041572 NON-EXPEDITED Y HQWYE041314OCT05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 75 MG 1 X PER 1 DAY  
Anxiety  
Chills  
Crying  
Dizziness  
Dyspnoea  
Feeling abnormal  
Headache  
Hyperhidrosis  
Irritability  
Mood swings  
Nausea  
Nystagmus  
Treatment noncompliance  
Vertigo  
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6041584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041584 NON-EXPEDITED N OT HQWYE098219OCT05 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oropharyngeal spasm VENLAFAXINE HYDROCHLORIDE S ORAL 25 MG 1 X PER 1 DAY,

ORAL
 

Nausea OMEPRAZOLE C  
Headache MULTIVITAMINS, PLAIN

(MULTIVITAMINS PLAIN)
C  

Yawning NORVASC C  
Blood pressure increased  
Diarrhoea  
Dry mouth  
Dysarthria  
Somnolence  
Tremor  
6041590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6041590 NON-EXPEDITED N HQWYE103325AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Nausea RISPERDAL S  
Agitation  
Dizziness  
Emotional disorder  
Heart rate increased  
Insomnia  
Memory impairment  
Vomiting  
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6042514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042514 NON-EXPEDITED N HO HQWYE336509SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S 350 MG 1X PER 1 DAY  

DEPAKOTE C  
6042519FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042519 NON-EXPEDITED N HO HQWYE336709SEP05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Maternal exposure during pregnancy  
Nausea  
Paraesthesia  
Tremor  
6042523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042523 NON-EXPEDITED Y HO HQWYE358416FEB05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR S ORAL ORAL  
6042526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042526 NON-EXPEDITED Y HO HQWYE358821JUL05 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR S ORAL ORAL  
6042553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042553 NON-EXPEDITED Y OT HQWYE552915NOV05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL ORAL  
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6042562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042562 NON-EXPEDITED N DS HQWYE518419SEP05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR S 325 MG 1X PER 1 DAY  
Drug withdrawal syndrome  
Fall  
Paraesthesia  
Psychotic disorder  
6042572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042572 NON-EXPEDITED Y OT HQWYE708727JUN05 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Glaucoma EFFEXOR S ORAL ORAL  
Uveitis EFFEXOR S ORAL SEE IMAGE  

LEVOXYL C  
PROTONIX C  
EVISTA C  
REMERON C  

6042575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042575 NON-EXPEDITED Y DE HQWYE742520JAN05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL ORAL  
Drug level increased SEROQUEL S  

PROVIGIL C  
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6042578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6042578 NON-EXPEDITED Y DE HQWYE784719MAY05 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S  
Convulsion XANAX C  

UNSPECIFIED INGREDIENT C  
6044817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044817 NON-EXPEDITED Y HO,OT HQWYE064901JUN05 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR S  
6044819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044819 NON-EXPEDITED Y OT HQWYE072601JUN05 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR S ORAL ORAL  
Nausea OXYCODONE S ORAL 80 MG 3X PER 1 DAY,

ORAL
 

Headache XYREM S ORAL 3 G 2X PER 1 DAY,
ORAL

 

Dissociation COZAAR C  
Speech disorder HYDROCHLOROTHIAZIDE

(HYDROCHLOROTHIAZIDE)
C  

Condition aggravated SOMA C  
FLONASE C  

6044822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044822 NON-EXPEDITED N DE HQWYE075318APR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  

Page: 1,695 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6044823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044823 NON-EXPEDITED Y HO,OT HQWYE101111JUL05 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL - SEE
IMAGE

 

AMBIEN C  
MAXALT C  
LEXAPRO C  

6044828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044828 NON-EXPEDITED N HO,OT HQWYE136407FEB05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S  
Depression  
Suicide attempt  
6044833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044833 NON-EXPEDITED Y OT HQWYE257925APR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Convulsion WELLBUTRIN XL S ORAL 150 MG 3X PER 1 DAY,
ORAL - SEE IMAGE

 

Muscle twitching  
6044838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044838 NON-EXPEDITED N DE HQWYE014901FEB05 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
Anxiety ZYPREXA S  
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6044841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044841 NON-EXPEDITED Y OT HQWYE396228SEP04 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen positive EFFEXOR S ORAL ORAL  
6044845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044845 NON-EXPEDITED Y HO HQWYE689005PAR05 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Drug hypersensitivity TRANSDERM SCOP S TRANSDERMAL TRANSDERMAL  
Dizziness VICODIN C  
Vomiting CLOMIPHENE (CLOMIFENE) C  
Neuralgia TEGRETOL C  
Brain injury  
Feeling abnormal  
Headache  
Mental disorder  
Metabolic disorder  
Toxicity to various agents  
Trismus  
Unevaluable event  
Vision blurred  
6044849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044849 NON-EXPEDITED Y OT HQWYE914724MAY05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Asthenia TAGAMET S "JUST ABOUT

EVERYDAY"
 

Agitation  
Somnolence  
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6044850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044850 NON-EXPEDITED N OT HQWYE869108APR05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Discomfort EFFEXOR S ORAL 37.5 MG 1X PER 1 TOT,

ORAL
 

Dizziness  
6044852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044852 NON-EXPEDITED N OT HQWYE588022SEP05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S  
Abnormal behaviour  
6044853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044853 NON-EXPEDITED Y OT HQWYE516511JAN05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Condition aggravated  
Drug ineffective  
6044854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044854 NON-EXPEDITED N OT HQWYE501023FEB05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 37.5ML" - SEE IMAGE  
Activities of daily living impaired  
Arthralgia  
Dizziness  
Feeling abnormal  
Nausea  
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6044856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6044856 NON-EXPEDITED N OT HQWYE424513SEP05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S WEANEDOFF  
Motion sickness  
Vertigo  
6045163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6045163 NON-EXPEDITED N HQWYE150921OCT05 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Yawning EFFEXOR S ORAL SEE IMAGE  
6045169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6045169 NON-EXPEDITED Y HQWYE156729AUG05 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Enamel anomaly EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Wrong technique in drug usage process CARDURA S UNKNOWN 8 MG 2X PER 1 DAY  
COZAAR S UNKNOWN 100 MG 1X PER 1 DAY  
TRAZODONE HYDROCHLORIDE S UNKNOWN 50 MG 1X PER 1 DAY  
XANAX S UNKNOWN 1 MG 4 X PER 1 DAY  
ZYPREXA S UNKNOWN 10 MG 1X PER 1 DAY  

6045171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6045171 NON-EXPEDITED N HQWYE159029AUG05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coeliac disease EFFEXOR S UNKNOWN 75 MG (FREQUENCY

UNSPECIFIED)
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6045175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6045175 NON-EXPEDITED N HQWYE164212JUL05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR S SEE IMAGE  
Arthralgia  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Headache  
Hyperhidrosis  
Memory impairment  
Muscle twitching  
Myalgia  
Nausea  
Nightmare  
Photophobia  
Sensory disturbance  
Visual impairment  
6046430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6046430 NON-EXPEDITED N OT HQWYE167112JUL05 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Nervousness ELAVIL C  
Diarrhoea  
Dysphagia  
Medication error  
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6046459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6046459 NON-EXPEDITED N HQWYE177304JAN06 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Nightmare ACTONEL S  
Blood pressure increased PREMARIN C  
Blood glucose decreased  
Weight decreased  
6046464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6046464 NON-EXPEDITED Y HQWYE244722MAR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sleep disorder EFFEXOR S  
Asthenia  
Somnolence  
6046474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6046474 NON-EXPEDITED N HQWYE250918JUL05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction EFFEXOR S  
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6046489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6046489 NON-EXPEDITED N HQWYE276807SEP05 74 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dispensing error EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

CAPTOPRIL C  
AVANDAMET C  
ATENOLOL (ATENOLOL) C  
SPIRONOLACTONE C  
LASIX C  
LIPITOR C  
ZANTAC C  
PROTONIX C  
IRON C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

KLOR-CON C  
6046495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6046495 NON-EXPEDITED N OT HQWYE278219JUL05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retching EFFEXOR S ORAL ORAL  
Vomiting  
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Detailed Report
6046508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6046508 NON-EXPEDITED N HQWYE269711FEB05 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL;  75 MG 2X PER
1 DAY, ORAL

 

Confusional state VENLAFAXINE HYDROCHLORIDE S 1OUNCE DAILY IN AM,
2 OUNCES DAILY IN
PM

 

Agitation LAMICTAL C  
Memory impairment CAFFEINE (CAFFEINE) C  
Hypoaesthesia  
6066640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6066640 NON-EXPEDITED Y HO,OT HQWYE300907JUN05 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Feeling jittery RANITIDINE C  
6252012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2006 6252012 EXPEDITED (15-DAY) Y HO DSA_27760_2006 < 1 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy LORAZEPAM S DF Q DAY TRAN-P  
Neonatal respiratory failure LORAZEPAM S DF Q DAY TRAN-P  
Neonatal infection VENLAFAXINE HYDROCHLORIDE S 75 MG QID TRAN-P  

ABILIFY C  
ZYPREXA C  
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6001616FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2006 6001616 EXPEDITED (15-DAY) Y DE 2006-138876-NL 40 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute myocardial infarction MIRTAZAPINE S OPHTHALMIC 30 MG, OPHTHALMIC  
Convulsion VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG QD, ORAL  
Ventricular fibrillation QUETIAPINE FUMARATE S ORAL 800 MG QD, ORAL  
Anxiety AMLODIPINE C  
Pallor LEVONORGESTREL AND

ETHINYL ESTRADIOL
C  

Overweight DIAZEPAM C  
Blood pressure increased ALBYL-E C  
Drug ineffective ZOPICLONE C  
Loss of consciousness ALPRAZOLAM C  
6001631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2006 6001631 EXPEDITED (15-DAY) Y DS GBWYE402716FEB06 73 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extradural haematoma EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Spinal cord compression CLOPIDOGREL S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Paralysis flaccid DOXAZOSIN (DOXAZOSIN) C  
Paraplegia SIMVASTATIN C  

CANDESARTAN (CANDESARTAN) C  
ALENDRONIC ACID
(ALENDRONIC ACID)

C  

ZOLPIDEM TARTRATE C  
ACETAMINOPHEN C  
VITAMIN C C  
ECHINACEA EXTRACT C  

Page: 1,704 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6002183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2006 6002183 EXPEDITED (15-DAY) Y OT HQWYE587031JAN06 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY  
Fall NORVASC C  
Tremor PERINDOPRIL ERBUMINE C  
Balance disorder HYTRIN C  
6004651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2006 6004651 EXPEDITED (15-DAY) Y HO,OT HQWYE935423FEB06 Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypercholesterolaemia VENLAFAXINE HYDROCHLORIDE S 150 MG FREQUENCY

UNSPECIFIED;
 

Hypertriglyceridaemia  

5992294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2006 5992294 EXPEDITED (15-DAY) DE 2006SE01045 40 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute myocardial infarction SEROQUEL S ORAL 300 + 500 MG DAILY  ZENECA
Anxiety REMERON S UNKNOWN  
Convulsion EFFEXOR XR S ORAL  
Ventricular fibrillation AMLODIPINE C ORAL  
Drug ineffective MAGNESIUM OXIDE C ORAL  
Pallor ALPRAZOLAM C ORAL  
Depressed level of consciousness DIAZEPAM C ORAL  

LEVONORGESTREL AND
ETHINYL ESTRADIOL

C ORAL  

ZOPICLONE C UNKNOWN  
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5999010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2006 5999010 EXPEDITED (15-DAY) Y HO GBWYE370107FEB06 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia staphylococcal EFFEXOR XR S ORAL SEE IMAGE  
Depression BISOPROLOL FUMARATE C  
Bundle branch block left  
Condition aggravated  
Dizziness  
Dyspnoea  
Intestinal operation  
Laparotomy  
Mitral valve incompetence  
Mitral valve prolapse  
6001501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2006 6001501 DIRECT Y HO,LT 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR S ORAL 75 MG ONCE DAILY PO  
Renal failure acute LUNESTA S ORAL 2 MG ONCE @H PO  
Insomnia  
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6002685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2006 6002685 EXPEDITED (15-DAY) N HO,OT 2006021460 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure systolic increased LIPITOR S 20 MG (80 MG, 1/4

TABLET DAILY)
 

Intermittent claudication NORVASC S 1 IN 1 D  
Neuropathy peripheral EFFEXOR S 150 MG (75 MG, 2 IN 1

D)
 

Procedural complication VITAMINS NOS C  
Nerve injury ASPIRIN C  
Depression  
Feeling abnormal  
Sleep disorder  
Urinary incontinence  

5985861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2006 5985861 EXPEDITED (15-DAY) DE,HO CHWYE345130JAN06 24 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperkalaemia EFFEXOR S  
Cardiac arrest IBUPROFEN (IBUPROFEN) S  
Disseminated intravascular coagulation MOCLOBEMIDE S  
Dialysis  
Epistaxis  
Generalised tonic-clonic seizure  
Overdose  
Renal failure  
Rhabdomyolysis  
Serotonin syndrome  
Torsade de pointes  
Toxicity to various agents  
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5994564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2006 5994564 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0557407A

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthritis LAMICTAL S  GLAXOSMITHKLINE
Oedema EFFEXOR S  
Arthralgia KLONOPIN S  
5994774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2006 5994774 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0562901A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal disorder LAMICTAL S ORAL  GLAXOSMITHKLINE
Drug interaction LITHOBID S UNKNOWN  GLAXOSMITHKLINE

EFFEXOR S UNKNOWN  
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6000185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2006 6000185 EXPEDITED (15-DAY) Y HO DEWYE403117FEB06 64 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis toxic VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG PER DAY

ORAL
 

Hepatic encephalopathy MELPERONE C  
Attention deficit/hyperactivity disorder  
Depressed mood  
Drug withdrawal syndrome  
Hyperreflexia  
Jaundice  
Musculoskeletal stiffness  
Pollakiuria  
Psychomotor retardation  
Sleep disorder  
Speech disorder  
6003108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2006 6003108 EXPEDITED (15-DAY) Y OT GBWYE397015FEB06 76 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular extrasystoles EFFEXOR XR S 150MG; SEE IMAGE  
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6003988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2006 6003988 EXPEDITED (15-DAY) N OT 2006025158 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia NEURONTIN S  
Confusional state LYRICA S 75 MG (75 MG, 1 IN 1

D)
 

Weight increased EFFEXOR S  
Hypothyroidism INTERFERON BETA-1A S  
Contusion ULTRAM S  
Rib fracture WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S  

Upper limb fracture UNSPECIFIED INGREDIENT C  
Spinal fracture PROZAC C  
Energy increased DIURETICS C  
Paraesthesia KLONOPIN C  
Pain  
6004133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2006 6004133 EXPEDITED (15-DAY) OT HQWYE828516FEB06 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neoplasm EFFEXOR S ORAL ORAL  
6004654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2006 6004654 EXPEDITED (15-DAY) Y OT ESWYE406820FEB06 77 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY 1 DAY
Depressed mood  
Discomfort  
Hyperhidrosis  
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6004033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2006 6004033 EXPEDITED (15-DAY) Y DE MK200602-0222-1 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest METHADONE HYDROCHLORIDE S  
Nausea BIVALIRUDIN S SEE IMAGE  
Vomiting EFFEXOR S  
Apnoea DIAZEPAM S  
Toxicity to various agents SALBUTAMOL C  
Arteriosclerosis coronary artery ASPIRIN C  
Loss of consciousness  
Pulmonary granuloma  
6005074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2006 6005074 EXPEDITED (15-DAY) N OT HQWYE905217FEB06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation  

6006147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2006 6006147 EXPEDITED (15-DAY) Y DE USA-2006-0023626 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCODONE HYDROCHLORIDE S  
Toxicity to various agents HYDROCODONE

(HYDROCODONE)
S  

Accidental death GABAPENTIN (GABAPENTIN) S  
Sleep apnoea syndrome VENLAFAXINE S  
Fibromyalgia  
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6008095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2006 6008095 EXPEDITED (15-DAY) Y OT SEWYE424123FEB06 29 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR S ORAL SEE IMAGE 21 DAY
Stress SULPHAMETHIZOLE

(SULPHAMETHIZOLE )
C  

Maternal exposure during pregnancy  
8202342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2006 8202342 EXPEDITED (15-DAY) Y DE USA-2006-0023665 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental death MORPHINE SULFATE S  
Accidental overdose AMITRIPTYLINE S  
Toxicity to various agents VENLAFAXINE S  
Bronchopneumonia  
Hypoxic-ischaemic encephalopathy  
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5988879FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2006 5988879 EXPEDITED (15-DAY) Y HO,LT US-ROCHE-436204 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident KLONOPIN S UNKNOWN  ROCHE
Convulsion PEGINTRON S SUBCUTANEOUS 103 DAY
Head injury PEGINTRON S SUBCUTANEOUS  
Musculoskeletal pain REBETOL S ORAL 103 DAY
Abdominal pain REBETOL S ORAL  
Drug hypersensitivity EFFEXOR XR S ORAL 45 DAY
Loss of consciousness XANAX S ORAL 8 DAY
Concussion XANAX S ORAL 6 DAY
Rib fracture XANAX S ORAL 3 DAY
Clavicle fracture XANAX S ORAL GIVEN AT BEDTIME 3 DAY
Dissociative identity disorder XANAX S ORAL  
Brain oedema XANAX S ORAL  
Anxiety  
Chest pain  
Depression suicidal  
Drug level increased  
Dyspnoea  
Hepatic pain  
Hyperhidrosis  
Local swelling  
Panic attack  
Weight decreased  
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6001548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2006 6001548 DIRECT Y OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR S ORAL 75 MG DAILY PO  
Irritable bowel syndrome ZELNORM S ORAL 2 MG TWICE A DAY PO  NOVARTIS
Back pain SYNTHROID C  
Abdominal pain ALLEGRA C  
Colitis ischaemic  
6005900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2006 6005900 EXPEDITED (15-DAY) Y HO,LT SEWYE440601MAR06 69 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
11 DAY

Condition aggravated CIPRALEX S ORAL 10 MG 1X PER 1 DAY
ORAL

9 DAY

Convulsion  
6005909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2006 6005909 EXPEDITED (15-DAY) Y OT BEWYE274804JAN06 65 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG / DAY ORAL  
Hypertension PAROXETINE HYDROCHLORIDE C  
Vertigo VISKALDIX (CLOPAMIDE/

PINDOLOL)
C  

Anxiety FENOFIBRATE C  

6007825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2006 6007825 EXPEDITED (15-DAY) Y HO,OT HQWYE990224FEB06 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Concussion XANAX C  
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6008128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2006 6008128 EXPEDITED (15-DAY) Y DE HQWYE927922FEB06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR S  
6009670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2006 6009670 EXPEDITED (15-DAY) Y HO HQWYE939523FEB06 79 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ileus paralytic EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Post procedural complication UNSPECIFIED INGREDIENT C  
7325742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2006 7325742 EXPEDITED (15-DAY) Y HO DE-SANOFI-
SYNTHELABO-
A01200601447

75 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia PLAVIX S ORAL  
Drug interaction LORAZEPAM C UNKNOWN 24 DAY

ZOLPIDEM C ORAL  
AMISULPRIDE C ORAL  
LEVOTHYROXINE SODIUM C ORAL  
MIRTAZAPINE C ORAL 62 DAY
CITALOPRAM HYDROBROMIDE C UNKNOWN 6 DAY
PANTOZOL S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL 21 DAY
TRIAMTERENE AND
HYDROCHLOROTHIAZIDE

S ORAL  

SORTIS S ORAL  
ENALAPRIL MALEATE S ORAL  
ENALAPRIL MALEATE S ORAL  
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5952003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2006 5952003 EXPEDITED (15-DAY) Y OT GBWYE208306DEC05 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hydrocele EFFEXOR XR S TRANSPLACENTAL 75 MG

TRANSPLACENTAL
 

Congenital tongue anomaly  
Hyperexplexia  
Maternal exposure during pregnancy  
Neonatal disorder  
Premature baby  
Tremor neonatal  
6003974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2006 6003974 DIRECT Y HO 85 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S 37.5 QD 2 DAY
Myocardial necrosis marker increased DEPAKOTE C  
Inappropriate antidiuretic hormone secretion PLAVIX C  
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Detailed Report
6008268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2006 6008268 DIRECT N OT 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG   DAILY   PO 3 YR WYETH
Abnormal dreams  
Activities of daily living impaired  
Blood pressure increased  
Depression  
Drug dependence  
Feeling abnormal  
Lethargy  
Panic attack  
Tinnitus  
6009089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2006 6009089 EXPEDITED (15-DAY) Y OT GBWYE427424FEB06 75 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block EFFEXOR XR S 225 MG  
6010006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2006 6010006 EXPEDITED (15-DAY) Y HO,OT HQWYE947923FEB06 80 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothyroidism EFFEXOR XR S ORAL SEE IMAGE  
Cardiac failure congestive TRILEPTAL S  
Partial seizures COUMADIN C  
Brain neoplasm AMIODARONE HYDROCHLORIDE C  
Drug effect decreased CARDIZEM C  
Insomnia TRAZODONE HYDROCHLORIDE C  
Drug ineffective  
Electroencephalogram abnormal  
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5906425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2006 5906425 EXPEDITED (15-DAY) HO HQWYE767430SEP05 73 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
General physical health deterioration VENLAFAXINE S ORAL SEE IMAGE 1 DAY
Vertigo GASTROM (ECABET

MONOSODIUM)
C  

Nausea GASTER C  
Decreased appetite GASMOTIN (MOSAPRIDE

CITRATE)
C  

Insomnia YODEL (SENNA) C  
Parkinson's disease LENDORM C  

ZOLPIDEM TARTRATE C  
DOGMATYL (SULPIRIDE) C  
RIZE (CLOTIAZEPAM) C  
PAXIL C  

6004164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2006 6004164 DIRECT N DE 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75MGS ONCE A DAY

PO
 

Hypothermia  
Mania  
6005899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2006 6005899 EXPEDITED (15-DAY) OT NLWYE328024JAN06 55 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal neoplasm EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Anaemia PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

C  
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Detailed Report
6008806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2006 6008806 EXPEDITED (15-DAY) Y HO 200610247BNE 26 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state CIPROFLOXACIN

HYDROCHLORIDE
S 400 MG, BID  

Thinking abnormal VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, TOTAL DAILY,
ORAL

 

Elevated mood HALOPERIDOL S  
Disinhibition  
Disorientation  
Extrapyramidal disorder  
Hallucination, auditory  
Hallucination, visual  
Hypoaesthesia  
Psychotic disorder  
6009119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2006 6009119 EXPEDITED (15-DAY) Y DS GBWYE433327FEB06 40 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deafness neurosensory EFFEXOR S ORAL 37.5 MG 2X PER 1 DAY

ORAL
24 DAY

Tinnitus AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 50 MG 1X PER 1 DAY
ORAL

14 DAY

CITALOPRAM (CITALOPRAM) C  
HEPATITIS A VACCINE
(HEPATITIS A VACCINE)

C  
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Detailed Report
6001131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2006 6001131 EXPEDITED (15-DAY) Y DE US-
ABBOTT-06P-163-03272
24-00

35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN

\HYDROCODONE
S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
CARBAMAZEPINE S ORAL  

6001206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2006 6001206 EXPEDITED (15-DAY) DE US-
ABBOTT-06P-163-03272
81-00

36 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VALPROIC ACID S ORAL n  

CARBAMAZEPINE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6010760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2006 6010760 EXPEDITED (15-DAY) Y OT HQWYE047828FEB06 87 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR XR S ORAL  
Condition aggravated  
6011364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2006 6011364 EXPEDITED (15-DAY) Y DS HQWYE617001FEB06 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Dizziness ATIVAN C  
Impaired driving ability ZIAC C  

EFFEXOR C  
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Detailed Report
5998795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2006 5998795 EXPEDITED (15-DAY) Y HO,LT GBWYE374908FEB06 55 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE OF 50

TABLETS
 

Neuroleptic malignant syndrome ALCOHOL (ETHANOL) S  
Rhabdomyolysis  
6001901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2006 6001901 EXPEDITED (15-DAY) N LT BR-
GLAXOSMITHKLINE-
A0596142A

49 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome PAXIL CR S ORAL 12.5MG Per day 8 DAY GLAXOSMITHKLINE
Delirium FLUOXETINE HCL S  
Hyperhidrosis VENLAFAXINE HYDROCHLORIDE S  
Hyperthermia BROMAZEPAM C ORAL 7 DAY
Autonomic nervous system imbalance  
Confusional state  
Dyspnoea  
Irritability  
Muscle rigidity  
Myoclonus  
Psychomotor hyperactivity  
Tremor  
6011035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2006 6011035 EXPEDITED (15-DAY) Y OT GBWYE433227FEB06 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ebstein's anomaly EFFEXOR S TRANSPLACENTAL SEE IMAGE  
Maternal exposure during pregnancy VENTOLIN C  
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6011036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2006 6011036 EXPEDITED (15-DAY) Y OT GBWYE429626FEB06 72 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular extrasystoles EFFEXOR S ORAL 75 MG  
Atrial conduction time prolongation  
6011385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2006 6011385 EXPEDITED (15-DAY) Y OT GBWYE437628FEB06 75 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR S  
Fall LYRICA S ORAL SEE IMAGE  
Vertigo OXYCONTIN C  

6008472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2006 6008472 EXPEDITED (15-DAY) Y HO FRWYE418122FEB06 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia EFFEXOR XR S ORAL SEE IMAGE 1 DAY
Serum ferritin increased PLAQUENIL C  
Alanine aminotransferase increased  
Blood lactate dehydrogenase increased  
C-reactive protein increased  
Drug eruption  
Gamma-glutamyltransferase increased  
Hepatitis A antibody positive  
Lymphopenia  
6008720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2006 6008720 DIRECT N DE 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL 75MGL    1 PER DAY

ORAL
 WYETH
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Detailed Report
6012290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2006 6012290 EXPEDITED (15-DAY) Y OT HQWYE132403MAR06 2 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S  
Dyskinesia neonatal BUSPAR C  
Agitation neonatal LAMICTAL C  

BUPROPION (AMFEBUTAMONE) C  
6012508FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2006 6012508 EXPEDITED (15-DAY) Y HO GBWYE439901MAR06 26 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

OAL; SEE IMAGE
 

Confusional state CIPROFLOXACIN S 400 MG 2X PER 1 DAY 7 DAY
Disinhibition  
Disorientation  
Elevated mood  
Extrapyramidal disorder  
Hallucinations, mixed  
Hypoaesthesia  
Thinking abnormal  
Urinary tract infection  
6012583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2006 6012583 EXPEDITED (15-DAY) Y DE GBWYE450506MAR06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Completed suicide  
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6012784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2006 6012784 EXPEDITED (15-DAY) Y HO,OT GBWYE443302MAR06 66 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR S ORAL 37.5 MG 2X PEWR 1

DAY ORAL
 

Paraesthesia METFORMIN HYDROCHLORIDE C  
Gait disturbance GLICLAZIDE C  
Fall ABILIFY (ARIPRAZOLE) C  
Visual impairment LANSOPRAZOLE

(LANSOPRAZOLE)
C  

Agitation ASPIRIN (ACETYLSALICYLIC
ACID)

C  

Confusional state BENDROFLUMETHIAZIDE C  
Dysarthria  

5836793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2006 5836793 EXPEDITED (15-DAY) Y HO,OT 2005091220 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity XANAX S ORAL 3 MG (1 MG, 3 IN 1 D),

ORAL
 

Loss of consciousness ZOLOFT S  
Road traffic accident BENADRYL S  
Concussion PEGINTERFERON ALFA-2B S SUBCUTANEOUS 150 MCG, 1 IN 1 WK),

SUBCUTANEOUS
 

Clavicle fracture REBETOL S ORAL 1200 MG ( 1 IN 1 D),
ORAL

 

Rib fracture EFFEXOR XR S ORAL 75 MG (1 IN 1 D), ORAL  
Brain oedema KLONOPIN C  
Abdominal pain  
Abnormal behaviour  
Aggression  
Agitation  
Alcoholism  

Page: 1,724 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5836793
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety  
Blood pressure increased  
Convulsion  
Crying  
Dissociative identity disorder  
Dizziness  
Drug screen positive  
Dry mouth  
Dysarthria  
Dyspnoea  
Fall  
Feeling abnormal  
Feeling jittery  
Feeling of body temperature change  
Headache  
Head injury  
Heart rate increased  
Hyperhidrosis  
Legal problem  
Memory impairment  
Musculoskeletal pain  
Overdose  
Pain  
Pain in extremity  
Panic attack  
Pharyngeal oedema  
Psychomotor hyperactivity  
Red blood cell count decreased  
Respiratory rate increased  
Somnolence  
Tenderness  
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Detailed Report
5836793
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Upper respiratory tract infection  
Weight decreased  
Wheezing  
White blood cell count decreased  
5943024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2006 5943024 EXPEDITED (15-DAY) Y HO,DS,LT,OT FRWYE184129NOV05 49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
CSF test abnormal EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
178 DAY

Headache  
Nausea  
Vertigo  
Vomiting  
5987239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2006 5987239 EXPEDITED (15-DAY) DS CHWYE335926JAN06 43 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychosomatic disease EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY; 75 MG 1X PER 1
DAY

40 DAY

Gait disturbance ACETAMINOPHEN C  
Fatigue NEURONTIN C  
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6000186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2006 6000186 EXPEDITED (15-DAY) Y DE,HO HQWYE791714FEB06 52 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG,

"APPROXIMATELY 11
PIECES" (OVERDOSE
AMOUNT)

1 DAY

Aspiration  
Cardiac arrest  
Dyspnoea  
Hypotension  
Tachycardia  
6005051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2006 6005051 EXPEDITED (15-DAY) N HO,DS US-
GLAXOSMITHKLINE-
A0593839A

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic enzyme increased VALTREX S ORAL 500MG Per day 39 DAY GLAXOSMITHKLINE
Skin lesion EFFEXOR XR S ORAL 150MG Per day  
Herpes simplex TERBUTALINE SULFATE S ORAL 21 DAY
Delivery PRENATE C 1CAP Per day  
Abdominal pain upper ZANTAC C ORAL 150MG Per day 16 DAY GLAXOSMITHKLINE
Nausea TERCONAZOLE C 1APP Per day 12 DAY
Premature labour CORTISPORIN C INTRA-AURAL 4DROP Four times per

day
7 DAY GLAXOSMITHKLINE

Abdominal pain  
Acute fatty liver of pregnancy  
Decreased appetite  
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6013970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2006 6013970 EXPEDITED (15-DAY) DS HQWYE892117FEB06 48 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fibromyalgia EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY; ORAL; 75 MG 1X
PER 1 DAY; ORAL

 

Impaired work ability  
Tendonitis  

6011001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2006 6011001 DIRECT N 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations VENLAFAXINE HYDROCHLORIDE S 75 MG  BID  
6015718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2006 6015718 EXPEDITED (15-DAY) Y OT HQWYE575830JAN06 Unknown SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis VENLAFAXINE HYDROCHLORIDE S ORAL  
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5850400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2006 5850400 EXPEDITED (15-DAY) Y HO DSA_26737_2005 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence ATIVAN S ORAL 1 MG Q6HR PO  
Depressed level of consciousness EFFEXOR S DF  
Cerebral ventricle dilatation UNSPECIFIED INGREDIENT S DF Q DAY  
Urinary tract infection bacterial GLIADEL S DF Q DAY  

KEPPRA C  
SEROQUEL C  
DILANTIN C  
ZANTAC C  
RISPERDAL C  
BACLOFEN C  
ATACAND HCT C  
DITROPAN XL C  
DECADRON C  

6006895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2006 6006895 EXPEDITED (15-DAY) N OT 438412 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary oedema DILATREND S ORAL 3.3MG per day  GLAXOSMITHKLINE
Tachycardia EFFEXOR S ORAL 37MG per day  
Feeling of body temperature change  
Palpitations  
Throat tightness  
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6012540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2006 6012540 DIRECT Y HO 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash generalised EFFEXOR S ORAL PO  
Pruritus BACTRIM C  
Erythema  
Lichenoid keratosis  
Ocular hyperaemia  
Oral disorder  
Rash maculo-papular  
Tongue ulceration  
6017160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2006 6017160 EXPEDITED (15-DAY) N HO,DS HQWYE320514MAR06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S  
Body temperature increased  
Dysarthria  
Fall  
Headache  
Impaired work ability  
Mydriasis  
Somnolence  
Vision blurred  
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6017202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2006 6017202 EXPEDITED (15-DAY) Y LT HQWYE212508MAR06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
6 MTH

Coordination abnormal ZYVOX S ORAL ORAL  
Disorientation  
Drug interaction  
Drug withdrawal syndrome  
Infection  
Irritability  
Malaise  
Mania  
Nystagmus  
6017532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2006 6017532 EXPEDITED (15-DAY) Y DS,OT HQWYE172107MAR06 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome NORTRIPTYLINE

HYDROCHLORIDE
C  

Impaired work ability  

5983878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2006 5983878 EXPEDITED (15-DAY) Y OT GB-ROCHE-435913 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction XENICAL S ORAL  ROCHE
Psychiatric symptom CHLORPROMAZINE S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
LEVOTHYROXINE SODIUM S ORAL  
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6016294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2006 6016294 EXPEDITED (15-DAY) Y HO HQWYE079301MAR06 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital torticollis EFFEXOR XR S TRANSPLACENTAL 37.5 MG 2X PER 1 DAY  
Maternal exposure during pregnancy FOLATE SODIUM C  
Hyperbilirubinaemia neonatal  
Premature baby  

5890994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2006 5890994 EXPEDITED (15-DAY) Y DE GBWYE997321SEP05 45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial ischaemia EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY  
Arrhythmia  
Arteriosclerosis  
Arteriosclerosis coronary artery  
Coronary artery stenosis  
Head injury  
Laceration  
Loss of consciousness  
Resuscitation  
6012633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2006 6012633 DIRECT N DE 54 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR S APPROXIMATELY 3

WEEKS
3 WEEK

Abnormal behaviour  
Completed suicide  
Gun shot wound  
Pain  
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6012634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2006 6012634 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300, 225, 150, 75, 37.5

1 X DAY PO
10 YR WYETH

Blood pressure increased  
Chills  
Crying  
Emotional disorder  
Fatigue  
Heart rate increased  
Irritability  
Memory impairment  
Nervousness  
Palpitations  
Tinnitus  
6017038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2006 6017038 EXPEDITED (15-DAY) Y OT GBWYE422523FEB06 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
11 DAY

Depression CIPRALEX C  
Condition aggravated  
Refusal of treatment by patient  
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6018565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2006 6018565 EXPEDITED (15-DAY) Y HO B0415746A 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome WELLBUTRIN S  
Rash LINEZOLID S  
Staphylococcal infection TRAZODONE HYDROCHLORIDE S  
Dizziness VENLAFAXINE HYDROCHLORIDE S  
Coordination abnormal VANCOMYCIN S  
Communication disorder CASPOFUNGIN C  
Drug interaction EPOGEN C  
Confusional state CLONIDINE C  

ENOXAPARIN SODIUM C  
METOCLOPRAMIDE C  
METOPROLOL C  
FENTANYL C  
LANSOPRAZOLE C  
LISINOPRIL C  
NYSTATIN C  
GABAPENTIN C  
RISPERIDONE C  
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6018850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2006 6018850 EXPEDITED (15-DAY) OT HQWYE226109MAR06 Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure diastolic increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Arrhythmia ATENOLOL (ATENOLOL) C  
Vision blurred COZAAR C  
Headache CLONAZEPAM C  
Constipation ZOLPIDEM TARTRATE C  
Condition aggravated ESTROGEN REPLACEMENT

THERAPY (ESTROGEN
REPLACEMENT THERAPY)

C  

6011030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2006 6011030 EXPEDITED (15-DAY) Y HO CHWYE444703MAR06 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S ORAL 300 & 150MG 1X PER 1

DAY ORAL
 

Disturbance in attention LITHIUM C  
Antidepressant drug level increased LORAZEPAM C  
6014388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2006 6014388 DIRECT N DE 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR S  
Myocardial infarction  
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6018187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2006 6018187 EXPEDITED (15-DAY) Y OT 2006033666 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome ZYVOX S  
Fall EFFEXOR XR S ORAL 225 MG (225 MG, 1 IN 1

D), ORAL
 

Drug interaction METHOTREXATE C  
Syncope ENBREL C  
Coordination abnormal  
Memory impairment  
Nystagmus  
Stress  
6019162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2006 6019162 EXPEDITED (15-DAY) Y OT FRWYE479216MAR06 44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Developmental glaucoma EFFEXOR S ORAL 100 MG TOTAL DAILY

ORAL
 

Condition aggravated LEVOTHYROXINE SODIUM C  
XYZAL C  
VARNOLINE (DESOGESTREL/
ETHINYLESTRADIOL)

C  

6019428FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2006 6019428 EXPEDITED (15-DAY) Y HQWYE710308FEB06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S  
Insomnia ZYRTEC C  
Feeling abnormal SINGULAIR C  
Aggression  
Self-injurious ideation  
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6010356FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2006 6010356 EXPEDITED (15-DAY) Y OT GB-
JNJFOC-20060303778

28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphonia RISPERDAL S UNKNOWN  
Dystonia VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Memory impairment VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Vision blurred HUMALOG C UNKNOWN 28 units am 24 units

nocte
 

Gait disturbance  
6019437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2006 6019437 EXPEDITED (15-DAY) Y HO,OT HQWYE307513MAR06 41 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute coronary syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

LEVOPHED S INTRAVENOUS INTRAVENOUS 2 DAY
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6041526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2006 6041526 NON-EXPEDITED Y HO HQWYE943913DEC04 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR S ORAL SEE IMAGE  
Heart rate increased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Blood potassium decreased DILTIAZEM C  
Drug withdrawal syndrome TOPROL XL C  
Malaise TRIAMTERE AND

HYDROCHLOROTHIAZID
"HARRIS" (HYDROCHLOROTHIAZI
DE/TRIAMTERENE)

C  

Tearfulness INSULIN NOS C  
Dysphonia ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Crying  

5980464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 5980464 EXPEDITED (15-DAY) Y HO,LT HQWYE019615DEC05 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Swelling ALCOHOL S 2 GLASSES OF WINE
MIXED WITH SPRITE
AND ICE,

 

Suicide attempt BENADRYL S SEE IMAGE  
Alcohol use RABEPRAZOLE (RABEPRAZOLE) C  
Pallor HORMONE REPLACEMENT

THERAPY AGENT (HORMONE
REPLACEMENT THERAPY
AGENT)

C  
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5986489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 5986489 EXPEDITED (15-DAY) Y HO 2006UW02205 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia SEROQUEL S ORAL  ZENECA
Pupil fixed SEROQUEL S ORAL  ZENECA
Miosis EFFEXOR S  
Dyspnoea UNSPECIFIED INGREDIENT S  
Agitation  
Confusional state  
Hypertension  
Pyrexia  
Tachycardia  
Toxicity to various agents  
6014341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6014341 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225MG   MORNING

PO;  150MG
AFTERNOON  PO

 WYETH

Drug dose omission  
Feeling abnormal  
Headache  
Paraesthesia  
Product quality issue  
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6021643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6021643 EXPEDITED (15-DAY) Y OT ESWYE470614MAR06 45 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1

DAY ; 75 MG 1X PER 1
DAY ; 1200 MG 1X PER
1 DAY

 

Polyuria NEURONTIN S ORAL 1200 MG 1 X 1 DAY  
Vertigo  
6021701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6021701 EXPEDITED (15-DAY) Y OT HQWYE303113MAR06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL DOSE AND

FREQUENCY
UNSPECIFIED,
TRANSPLACENTAL

 

Autism  
Premature baby  
6021981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6021981 EXPEDITED (15-DAY) Y OT FRWYE491021MAR06 57 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea exertional EFFEXOR S ORAL 225 MG TOTAL DAILY

ORAL
 

Erythema UNSPECIFIED INGREDIENT C  
Pruritus  
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6021991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6021991 EXPEDITED (15-DAY) Y DS CHWYE212407DEC05 56 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hearing impaired EFFEXOR S ORAL SEE IMAGE  
Condition aggravated BETASERC (BETAHISTINE

HYDROCHLORIDE)
C  

Muscle spasms PRAMIPEXOLE (PRAMIPEXOLE) C  
Impaired work ability  
Oedema mucosal  
Sinus disorder  
6021996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6021996 EXPEDITED (15-DAY) Y DE GBWYE464713MAR06 50 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S  
Cardiac disorder ABILIFY S ORAL 15 MG 1X PER 1 DAY

ORAL
 

Drug interaction  
6021999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6021999 EXPEDITED (15-DAY) Y DE GBWYE426223FEB06 53 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
Asphyxia  
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6022064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6022064 EXPEDITED (15-DAY) Y HO,OT DEWYE483420MAR06 80 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Akathisia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PER DAY ORAL;

SEE IMAGE
18 DAY

Pleurothotonus AMISULPRIDE S ORAL 300 MG PER DAY
ORAL; SEE IMAGE

 

MIRTAZAPINE C  
6022727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6022727 EXPEDITED (15-DAY) Y HO,OT HQWYE374317MAR06 77 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S 150 MG 1X PER 1 DAY  
Insomnia CITALOPRAM S 20 MG 1X PER 1 DAY  
Gait disturbance TRAZODONE HYDROCHLORIDE S 50 MG 1X PER 1 DAY  
Disorientation METOPROLOL TARTRATE C  
Blood pressure systolic increased DIGOXIN (DIGOXIN) C  
Sepsis COUMADIN C  
Delirium OMEPRAZOLE C  
Hypophagia  
6027318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2006 6027318 DIRECT Y HO,LT 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome VENLAFAXINE HYDROCHLORIDE S  
Anxiety MIRTAZAPINE S  
Muscle rigidity  
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6007071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2006 6007071 EXPEDITED (15-DAY) Y OT US-SANOFI-
SYNTHELABO-
A03200601267

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state AMBIEN S ORAL UNK  
Disorientation FLUOXETINE HCL S ORAL UNK  
Impaired driving ability VENLAFAXINE S ORAL UNK  
Disturbance in attention  
Drug abuser  
Drug administration error  
Drug level increased  
Dysarthria  
Mydriasis  
Tremor  
6012015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2006 6012015 EXPEDITED (15-DAY) Y DS,LT,OT HQWYE079701MAR06 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Narcolepsy EFFEXOR XR S ORAL "STARTER PACK"

ORAL ; 75 MG 1X PER
1 DAY ORAL ; 150 MG
1X PER 1 DAY ORAL

 

Impaired work ability OXYCONTIN C  
Road traffic accident XANAX C  
Loss of employment ZESTRIL C  
Dysarthria ZOCOR C  
Feeling abnormal ACIPHEX C  

ZYPREXA C  
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6017633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2006 6017633 DIRECT N OT 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1/DAY PO 9 MTH WYETH
Malaise  
6020146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2006 6020146 EXPEDITED (15-DAY) N TPA2006A00445 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Initial insomnia ROZEREM S ORAL 8 MG, HS, PER ORAL;

16 MG, HS, PER ORAL
 

EFFEXOR XR S ORAL 150 MG, 2 IN 1 D, PER
ORAL

 

DEPAKOTE C  

5957518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2006 5957518 EXPEDITED (15-DAY) Y OT HQWYE127322DEC05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carotid artery dissection EFFEXOR XR S ORAL SEE IMAGE  
Hypertension MIRTAZAPINE C  
Condition aggravated ALPRAZOLAM C  
Anxiety  
Depression  
Drug effect decreased  
Stress  
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6005287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 6005287 EXPEDITED (15-DAY) Y HO,OT DEWYE414421FEB06 37 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL 50 CAPSULES

(OVERDOSE AMOUNT
7500 MG)

1 DAY

Intentional overdose PROTHIPENDYL
HYDROCHLORIDE

S ORAL 50 TABLETS
(OVERDOSE AMOUNT
2000 MG)

1 DAY

Coma MIRTAZAPINE S ORAL 46 TABLETS
(OVERDOSE AMOUNT
690 MG)

1 DAY

Apnoea  
Hypotension  
Tachycardia  
Vomiting  
6009087FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 6009087 EXPEDITED (15-DAY) Y OT GBWYE427324FEB06 26 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram T wave inversion EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY  

OLANZAPINE C  
ZUCLOPENTHIXOL C  
MAGNESIUM TRISILICATE C  

6009120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 6009120 EXPEDITED (15-DAY) Y OT CHWYE429425FEB06 23 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion missed EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL/SEVERAL
MONTHS

 

Maternal exposure during pregnancy BROMAZEPAM S ORAL 1.5 MG 3X PER 1 DAY,
ORAL/SEVERAL
MONTHS
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6020552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 6020552 DIRECT Y OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S 150 MG /DAY ONCE

OTHER
 

Amenorrhoea  
Bradycardia  
Drug withdrawal syndrome  
Vision blurred  
Visual impairment  
6024523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 6024523 EXPEDITED (15-DAY) N HO HQWYE415721MAR06 89 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory disorder EFFEXOR S ORAL SEE IMAGE  
Hypertension SYNTHROID C  
Condition aggravated ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Cardiac disorder TOPROL XL C  
TALACEN (PARACETAMOL/
PENTAZOCINE
HYDROCHLORIDE)

C  
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6024684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 6024684 EXPEDITED (15-DAY) Y HO,OT GRWYE496722MAR06 36 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Suicide attempt GEODON S  
Tachycardia REMERON S  
Hypotension SEROQUEL S ORAL ORAL  
Respiratory depression LORAZEPAM S ORAL 2.5 MG 1X PER 1 DAY

ORAL
 

Coma  
6024738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 6024738 EXPEDITED (15-DAY) Y OT FRWYE489221MAR06 78 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL 50 MG 1X PER 1 DAY 4 DAY
Condition aggravated INDAPAMIDE C  
Tremor IRBESARTAN C  
Headache  
Palpitations  
6025048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 6025048 EXPEDITED (15-DAY) Y LT 2006037617 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose GEODON S  

LITHIUM (LITHIUM) S  
OLANZAPINE (OLANZAPINE) S  
VENLAFAXINE HYDROCHLORIDE S  
ZOLPIDEM TARTRATE S  
DESIPRAMINE HYDROCHLORIDE S  
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8612918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2006 8612918 EXPEDITED (15-DAY) Y HO,OT DEWYE483720MAR06 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 7 DAY
Thrombophlebitis LEVOMEPROMAZINE MALEATE S ORAL SEE IMAGE 5 DAY
Fibrin D dimer increased ORTHO EVRA S TRANSDERMAL 150 MCG NGMN, 20

MCG EE PER 24 H
TRANSDERMAL

 

LACTULOSE C  

6017024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2006 6017024 EXPEDITED (15-DAY) Y HO,LT,OT NLWYE464413MAR06 56 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest EFFEXOR XR S ORAL SEE IMAGE  
Generalised tonic-clonic seizure BUSPIRONE S ORAL SEE IMAGE  
Heart rate decreased  
Loss of consciousness  
6025182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2006 6025182 EXPEDITED (15-DAY) Y OT HQWYE043928FEB06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S  
Drug withdrawal syndrome  
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6026867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2006 6026867 EXPEDITED (15-DAY) Y HO,LT 2006-03-1377 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt REBETOL S  
Coma EFFEXOR S  
Septic shock LORAZEPAM S  
Drug screen positive CLORAZEPATE DIPOTASSIUM S  

DEPAKENE S  
CODEINE S  

6016225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2006 6016225 EXPEDITED (15-DAY) Y OT HQWYE218808MAR06 38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL SEE IMAGE  
Tinnitus SYNTHROID C  
6024163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2006 6024163 EXPEDITED (15-DAY) Y OT CHWYE496322MAR06 47 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cutaneous lupus erythematosus EFFEXOR S ORAL 1 TABLET 1X PER 1

DAY ORAL
 

Haematocrit decreased BETNOVATE
(BETAMETHASONE)

C  

ACETAMINOPHEN C  
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6024673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2006 6024673 EXPEDITED (15-DAY) Y HO,OT GBWYE371607FEB06 64 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL SEE IMAGE  
Blood pressure increased FLUANXOL (FLUPENTIXOL

DIHYDROCHLORIDE)
C  

Drug prescribing error BENDROFLUMETHIAZIDE C  
Headache PRAVASTATIN C  

ASPIRIN (ACETYLSALICYLIC
ACID)

C  

VENTOLINE INHALATOR
(SALBUTAMOL)

C  

6026623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2006 6026623 EXPEDITED (15-DAY) N DS HQWYE468922MAR06 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urine output decreased EFFEXOR XR S 300 MG 1X PER 1 DAY  
Arthralgia  
Colitis  
Fibromyalgia  
Haemoglobin decreased  
Hepatic function abnormal  
Hypersomnia  
Hypokalaemia  
Oedema  
Speech disorder  
Syncope  
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6024169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2006 6024169 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia EFFEXOR S ORAL 150MG    1X A DAY

PO
 WYETH

Drug dose omission  
Fear  
Impaired work ability  
Oedema peripheral  
Paraesthesia  
Tinnitus  
Vertigo  
6026438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2006 6026438 EXPEDITED (15-DAY) Y HO GBWYE495121MAR06 30 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR S ORAL 37.5MG ORAL 4 DAY
Speech disorder EFFEXOR XR S 5 DAY
Balance disorder MIRTAZAPINE (MIRTAZAPINE) C  
6026440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2006 6026440 EXPEDITED (15-DAY) Y HO DEWYE490721MAR06 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Testicular torsion VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 225 MG

TRANSPLACENTAL
 

Caesarean section  
Maternal exposure during pregnancy  
Umbilical cord abnormality  
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5989277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2006 5989277 EXPEDITED (15-DAY) Y OT CHWYE351231JAN06 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menorrhagia EFFEXOR S  
Metrorrhagia EFFEXOR S ORAL 1 TABLET 1X PER 1

DAY, ORAL
 

Haematoma INTERFERON ALFA-2A S UNKNOWN UNKNOWN  
Haemoglobin decreased RIBAVIRIN S UNKNOWN UNKNOWN  
6027860FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2006 6027860 DIRECT Y OT 66 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG PO QD  
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6028133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2006 6028133 EXPEDITED (15-DAY) OT HQWYE532327MAR06 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE 7 YR
Anger  
Asthenia  
Back pain  
Bone pain  
Decreased interest  
Drug abuser  
Economic problem  
Eye pain  
Feeling abnormal  
Hypochondriasis  
Impaired self-care  
Myalgia  
Paraesthesia  
Partner stress  
Self-medication  
Somnolence  
Verbal abuse  
6028139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2006 6028139 EXPEDITED (15-DAY) Y OT ITWYE518030MAR06 43 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis EFFEXOR S ORAL 37.5 MG 1X PER 1DAY

ORAL
1 DAY

Agitation  
Malaise  
Mydriasis  
Tremor  
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6028286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2006 6028286 EXPEDITED (15-DAY) N HQWYE519624MAR06 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Abnormal behaviour  
Aggression  
Agitation  
Fatigue  
Hostility  
Impulsive behaviour  
Irritability  
Paranoia  
Somnolence  

6015417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2006 6015417 EXPEDITED (15-DAY) Y HO DSA_27834_2006 22 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL 20 MG ONCE PO  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL 2000 MG ONCE PO  
Tachycardia SEROQUEL S ORAL 2000 MG ONCE PO  
Sopor ALCOHOL S ORAL 1 BOTTLE ONCE PO  
Somnolence  
6021979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2006 6021979 EXPEDITED (15-DAY) Y HO GBWYE480717MAR06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder EFFEXOR XR S ORAL SEE IMAGE  
Sepsis  
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6027595FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2006 6027595 EXPEDITED (15-DAY) Y DE 2006043916 Unknown SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death ZIPRASIDONE HYDROCHLORIDE S ORAL 160 MG (DAILY), ORAL  

EFFEXOR S ORAL 150 MG (DAILY), ORAL  
REMERON S ORAL 15 MG (DAILY), ORAL  
MANDOLGIN (TRAMADOL) C  
NOZINAN (LEVOMEPROMAZINE) C  

6027596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2006 6027596 EXPEDITED (15-DAY) Y DE 2006043931 Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death ZIPRASIDONE HYDROCHLORIDE S ORAL 80 MG (DAILY), ORAL  

REMERON S  
EFFEXOR S ORAL 75 MG (DAILY), ORAL  
OXAPAX (OXAZEPAM) C  
CLONAZEPAM C  
NOZINAN (LEVOMEPROMAZINE) C  
ZOPICLONE C  
ACETAMINOPHEN C  
MANDOLGIN (TRAMADOL) C  
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6028151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2006 6028151 EXPEDITED (15-DAY) Y HO GXKR2006TW01780 69 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome VENLAFAXINE S 37.5 MG, BID,

UNKNOWN
 

Depressed level of consciousness FLUOXETINE S 20 MG, QD, UNKNOWN  
Mania TRAZODONE S 150 MG, QD,

UNKNOWN
 

Drug interaction BUSPIRONE S 20 MG, QD, UNKNOWN  
Flight of ideas ZOLPIDEM TARTRATE C  
Abnormal behaviour  
Delusion of grandeur  
Disorientation  
Sleep disorder due to general medical condition,
insomnia type
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6028394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2006 6028394 EXPEDITED (15-DAY) N HQWYE550428MAR06 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Drug withdrawal syndrome XANAX C  
Fatigue DEXTROAMPHETAMINE

SULFATE
C  

Palpitations CENTRUM (MULTIVITAMIN/
MULTIMINERAL)

C  

Anger  
Confusional state  
Crying  
Diarrhoea  
Disturbance in attention  
Dizziness  
Gait disturbance  
Muscular weakness  
Myalgia  
Nausea  
Paraesthesia  
6028587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2006 6028587 EXPEDITED (15-DAY) Y OT FRWYE507927MAR06 Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal cystic hygroma EFFEXOR XR S TRANSPLACENTAL 75 MG TOTAL DAILY

TRANSPLACENTAL
 

Abortion induced  
Foetal malformation  
Maternal exposure during pregnancy  
Trisomy 21  
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6028679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2006 6028679 EXPEDITED (15-DAY) Y DS HQWYE518824MAR06 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL SEE IMAGE  
Headache EFFEXOR S ORAL SEE IMAGE  
Feeling abnormal PROZAC S ORAL SEE IMAGE  
Diarrhoea KLONOPIN C  
Anxiety  
Conversion disorder  
Drug withdrawal syndrome  
Feeling jittery  
Mental disorder  
Sleep disorder  
Stress at work  
Tremor  
Vision blurred  
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6028414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2006 6028414 EXPEDITED (15-DAY) N DS HQWYE543827MAR06 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL UNKNOWN STARTING

DOSE - TITRATED UP
TO 300 MG DAILY;
ORAL, 300 MG 1X PER
1 DAY, ORAL; (SEE
IMAGE)

 

Pituitary tumour benign LIPITOR C  
Cardiovascular disorder SYNTHROID C  
Cluster headache PROTONIX C  
Growth hormone deficiency XANAX C  
Activities of daily living impaired  
Drug withdrawal syndrome  
Hot flush  
Impaired work ability  
Speech disorder  
Thinking abnormal  
Tinnitus  
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6028419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2006 6028419 EXPEDITED (15-DAY) Y DS HQWYE550528MAR06 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

ORAL, 37.5 MG 1X PER
1 DAY; ORAL, 37.5 MG
1X PER 2 DAY; ORAL

 

Drug withdrawal syndrome WELLBUTRIN S DOSE AND
FREQUENCY
UNSPECIFIED

 

Night sweats CLONOPIN (CLONAZEPAM) C  
Dysstasia  
Impaired work ability  
Nausea  
Paraesthesia  
6030019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2006 6030019 EXPEDITED (15-DAY) Y OT GBWYE802806JUL05 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR S ORAL POSSIBLY 37.5 MG OR

112.5 MG DAILY ORAL
 

Maternal exposure during pregnancy LAMOTRIGINE (LAMOTRIGINE) C  
Caesarean section  
Failed induction of labour  

Page: 1,760 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6030022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2006 6030022 EXPEDITED (15-DAY) Y LT SEWYE513028MAR06 45 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG PER DAY

ORAL
59 DAY

Dysgraphia  
Hepatic enzyme increased  
Memory impairment  
Mental impairment  
Paraesthesia  
Restless legs syndrome  
Suicidal ideation  

6014715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2006 6014715 EXPEDITED (15-DAY) Y HO,LT DEWYE450006MAR06 78 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG PER DAY,

ORAL
 

Left ventricular failure  
6020602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2006 6020602 EXPEDITED (15-DAY) Y HO,OT US-
JNJFOC-20060400815

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse GALANTAMINE HYDROBROMIDE S  
Suicide attempt AMITRIPTYLINE

HYDROCHLORIDE
S ORAL  

Convulsion ESKALITH S ORAL  
Hypertension OLANZAPINE S ORAL  
Disorientation VENLAFAXINE HYDROCHLORIDE S ORAL  
Somnolence UNSPECIFIED INGREDIENT S  
Urinary incontinence  
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6020856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2006 6020856 EXPEDITED (15-DAY) Y OT HQWYE305013MAR06 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Homicidal ideation METFORMIN HYDROCHLORIDE C  
Vision blurred ESTRADIOL C  
6025527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2006 6025527 EXPEDITED (15-DAY) Y HO GBWYE502023MAR06 77 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S ORAL SEE IMAGE  
Renal failure VERAPAMIL HYDROCHLORIDE C  
Dehydration WARFARIN SODIUM C  
Lower respiratory tract infection ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Circulatory collapse  
Sepsis  
Urinary tract infection  
6030703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2006 6030703 EXPEDITED (15-DAY) N OT HQWYE840305OCT05 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia EFFEXOR XR S ORAL SEE IMAGE  
Feeling abnormal MULTIVITAMINS, PLAIN

(MULTIVITAMINS, PLAIN)
C  

Haemangioma VIACTIV (CALCIUM CARBONATE) C  
Condition aggravated  
Drug withdrawal syndrome  
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6030826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2006 6030826 EXPEDITED (15-DAY) Y OT FRWYE527203APR06 20 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL OVERDOSE AMOUNT:

1.5 G ORAL
 

Confusional state ALCOHOL S ORAL ORAL  
Agitation CLONAZEPAM S ORAL OVERDOSE AMOUNT:

80 MG ORAL
 

Aggression  
Coma  
Suicide attempt  
6031594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2006 6031594 EXPEDITED (15-DAY) Y HO,OT HQWYE584130MAR06 69 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 37.5 MG PER 1 DAY 1 DAY
Serotonin syndrome BUSPIRONE HYDROCHLORIDE S 20 MG, 1X PER 1 DAY 2 MTH
Mania FLUOXETINE S 20 MG, 1X PER 1 DAY 2 MTH
Tremor TRAZODONE HYDROCHLORIDE S 150 MG 1X PER 1 DAY 2 MTH
Diarrhoea ZOLPIDEM TARTRATE S 10 MG 1X PER 1 DAY 2 MTH
Abnormal behaviour  
Coordination abnormal  
Delusion of grandeur  
Depressed level of consciousness  
Disorientation  
Flight of ideas  
Insomnia  
Irritability  
Muscle spasms  
Myalgia  
Psychomotor hyperactivity  
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5930038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2006 5930038 EXPEDITED (15-DAY) Y DE USA-2005-0021797 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S 40 MG, BID, 10 MG,

BID,
 

Muscle spasms VENLAFAXINE S  
Blood alcohol increased ALCOHOL S  
Pleural effusion ACETAMINOPHEN

(PARACETAMOL)
S  

Cholelithiasis MIRTAZAPINE (MIRTAZAPINE) S  
Completed suicide CARISOPRODOL S  

OXYMORPHONE
HYDROCHLORIDE

S  

ULTRAM C  
VICODIN ES C  

5988305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2006 5988305 EXPEDITED (15-DAY) HO,DS,CA PHRM2006FR00772 1 DAY Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital pulmonary valve disorder TEGRETOL S TRANSPLACENTAL 149 DAY NOVARTIS
Pulmonary hypertension ANAFRANIL S TRANSPLACENTAL UNK, UNK  
Cyanosis neonatal EFFEXOR S TRANSPLACENTAL UNK, UNK  
Ventricular hypertrophy CYAMEMAZINE S TRANSPLACENTAL UNK, UNK  
Patent ductus arteriosus DOSTINEX C TRANSPLACENTAL  
Agitation neonatal  
Drug withdrawal syndrome neonatal  
Fever neonatal  
Foetal heart rate disorder  
Hypertonia neonatal  
Maternal exposure during pregnancy  
Neonatal tachypnoea  
Small for dates baby  
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6000188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2006 6000188 EXPEDITED (15-DAY) Y DE GBWYE401016FEB06 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular hypertrophy EFFEXOR S ORAL SEE IMAGE  
Myocardial infarction DIAZEPAM C  
Choking CO-CODAMOL (CODEINE

PHOSPHATE/PARACETAMOL)
C  

RISPERIDONE C  
ZOLPIDEM C  

6031642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2006 6031642 EXPEDITED (15-DAY) Y OT GBWYE519530MAR06 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial ischaemia EFFEXOR XR S 150 MG 2X PER 1 DAY

(4-5 YEARS)
 

6031985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2006 6031985 EXPEDITED (15-DAY) N HO,OT HQWYE553928MAR06 2 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Faecaloma EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Small intestinal obstruction MIRALAX C  
Drug withdrawal syndrome PREVACID C  
Feeling abnormal  
Panic attack  
Tearfulness  
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6033716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2006 6033716 EXPEDITED (15-DAY) Y CA HQWYE599931MAR06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL ;
225 MG 1X PER 1 DAY,
TRANSPLACENTAL ;
150 MG 1X PER 1 DAY,
TRA

 

Transposition of the great vessels LAMICTAL C  
Ventricular septal defect  

5956872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2006 5956872 EXPEDITED (15-DAY) Y HO,LT HQWYE150323DEC05 38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Autoimmune hepatitis EFFEXOR XR S ORAL 225 MG 21X PER 1

DAY, ORAL
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5990097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2006 5990097 EXPEDITED (15-DAY) Y DE HQWYE537927JAN06 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Nephrolithiasis VITAMIN C C  
CEFTAZIDIME (CEFTAZIDIME) C  
DIFLUCAN C  
PREVACID C  
MEGACE C  
HEPARIN C  
FLAGYL C  
MULTIVITAMINS (ASCORBIC
ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/RETINOL/
RIBOFLAVIN/THI

C  

VANCOMYCIN C  
MAGNESIUM OXIDE
(MAGNESIUM OXIDE)

C  

POTASSIUM CHLORIDE C  
FERROUS SULFATE C  
ERYTHROPOIETIN
(ERYTHROPOIETIN)

C  

6014956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2006 6014956 EXPEDITED (15-DAY) DS HQWYE182307MAR06 58 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness unilateral EFFEXOR XR S ORAL SEE IMAGE, ORAL  

CELEXA S  
ZOPICLONE C  

Page: 1,767 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6032330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2006 6032330 EXPEDITED (15-DAY) Y OT DEWYE501323MAR06 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angina pectoris VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Blood triglycerides increased LITHIUM CARBONATE S ORAL 2 TABLETS PER DAY,
ORAL

 

High density lipoprotein decreased ZYPREXA S ORAL 5 MG 1X PER 1 DAY,
ORAL

 

CITALOPRAM HYDROBROMIDE C  
6032350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2006 6032350 EXPEDITED (15-DAY) Y HO FRWYE533605APR06 91 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothyroidism EFFEXOR XR S ORAL 75 MG TOTAL DAILY,

ORAL
 

Confusional state BUFLOMEDIL HYDROCHLORIDE S ORAL 300 MG TOTAL DAILY,
ORAL

 

Agitation CORDARONE S ORAL 200 MG 1X PER 1 DAY,
ORAL

 

FUROSEMIDE S ORAL 1 DOSE 1X PER 1 DAY,
ORAL

 

VALSARTAN S ORAL 1 TABLET 1X PER 1
DAY, ORAL

 

FLUINDIONE S ORAL 20 MG 1X PER 1 DAY,
ORAL

 

6032354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2006 6032354 EXPEDITED (15-DAY) Y OT DEWYE520030MAR06 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE, ORAL 39 DAY
Gamma-glutamyltransferase increased ZYPREXA S ORAL 12.5 MG PER DAY,

ORAL
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6032996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2006 6032996 EXPEDITED (15-DAY) Y OT HQWYE596231MAR06 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S  

5765600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2006 5765600 EXPEDITED (15-DAY) N HO,LT,OT HQWYE639614JAN05 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL SEE IMAGE  
Psychomotor hyperactivity UNSPECIFIED INGREDIENT C  
Paranoia ZYPREXA C  
Abnormal behaviour  
Agitation  
Crying  
Delusion  
Depression  
Family stress  
Psychotic disorder  
Thinking abnormal  
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6019426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2006 6019426 EXPEDITED (15-DAY) N OT HQWYE285610MAR06 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S "225/300 MG DAY"  
Aggression  
Anger  
Anhedonia  
Disturbance in attention  
Drug dependence  
Drug withdrawal syndrome  
Emotional disorder  
Fatigue  
Irritability  
Unevaluable event  
6023606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2006 6023606 EXPEDITED (15-DAY) Y OT PHRM2006FR01263 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death LIORESAL S ORAL 10 mg/day  NOVARTIS
Congenital cerebral cyst DITROPAN S ORAL 2.5 mg/day  
Exomphalos EFFEXOR S ORAL 37.5 mg/day  
Talipes RILUTEK S ORAL 75 mg/day  
Maternal exposure during pregnancy  
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6023947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2006 6023947 EXPEDITED (15-DAY) OT FR-
AVENTIS-200611260FR

29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital central nervous system anomaly RILUTEK S ORAL dose: 25-0-50  AVENTIS
Talipes LIORESAL S ORAL  
Exomphalos DITROPAN S ORAL  
Congenital foot malformation EFFEXOR S ORAL  
Foetal death  
Maternal exposure during pregnancy  
6029424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2006 6029424 DIRECT Y OT 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL TAKE 1 CAPSULE BY

MOUTH TWICE A DAY
 WYETH

Visual acuity reduced  
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6032424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2006 6032424 EXPEDITED (15-DAY) Y HO FRP06000394 90 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension ACTONEL S ORAL 35 MG, 1/WEEK, ORAL  
Epistaxis EFFEXOR S ORAL 75 MG, DAILY, ORAL  
Melaena ASPIRIN LYSINE C  
Haemoglobin decreased MOPRAL (OMEPRAZOLE) C  

ZOLPIDEM TARTRATE C  
FIXICAL (CALCIUM CARBONATE) C  
ACETAMINOPHEN C  
FUCUS (HOMEOPATICS NOS) C  
DEXERYL                (WHITE SOFT
PARAFFIN, PARAFFIN, LIQUID,
GLYCEROL)

C  

MOVICOL C  
6033726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2006 6033726 EXPEDITED (15-DAY) N OT HQWYE689607APR06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Merycism EFFEXOR XR S ORAL SEE  IMAGE  
Drug ineffective  
Self-injurious ideation  
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6414868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2006 6414868 EXPEDITED (15-DAY) Y HO FRWYE536406APR06 34 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 300 MG TOTAL DAILY  
Renal failure ABILIFY S ORAL 30 MG TOTAL DAILY  
Rhabdomyolysis XANAX S ORAL  
Road traffic accident IMOVANE (ZOPICLONE) C  
Anuria ESPERAL (DISULFIRAM) C  
Blood calcium decreased  
Carbon dioxide decreased  
Protein total decreased  

6024465FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2006 6024465 EXPEDITED (15-DAY) HO PHRM2006FR01272 91 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state VALSARTAN S ORAL  NOVARTIS
Agitation FUROSEMIDE S ORAL  
Hypothyroidism BUFLOMEDIL HYDROCHLORIDE S ORAL  
Blood thyroid stimulating hormone increased PREVISCAN S ORAL 20 mg/day  

CORDARONE S ORAL 200 mg/day  
EFFEXOR S ORAL 37.5 mg/day  

6031603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2006 6031603 EXPEDITED (15-DAY) Y OT GBWYE522231MAR06 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S HIGH DOSE  
Euphoric mood  

Page: 1,773 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5997997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2006 5997997 EXPEDITED (15-DAY) Y HO FRWYE380510FEB06 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S TRANSPLACENTAL 200 MG TOTAL DAILY

TRANSPLACENTAL
126 DAY

Hypertonia neonatal ANAFRANIL S TRANSPLACENTAL 185 MG
TRANSPLACENTAL

126 DAY

Agitation neonatal TEGRETOL S TRANSPLACENTAL TRANSPLACENTAL  
Neonatal tachypnoea CYAMEMAZINE C  
Congenital pulmonary hypertension  
Congenital pulmonary valve disorder  
Cyanosis neonatal  
Fever neonatal  
Maternal exposure during pregnancy  
Patent ductus arteriosus  
Small for dates baby  
6024162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2006 6024162 EXPEDITED (15-DAY) Y DE,HO ITWYE498122MAR06 Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperpyrexia VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  4-5 DAYS OF

THERAPY ABOUT 4
WEEKS AGO
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6025533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2006 6025533 EXPEDITED (15-DAY) N HO FR-BRISTOL-MYERS
SQUIBB
COMPANY-13336250

34 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion ABILIFY S ORAL  
Drug withdrawal syndrome ABILIFY S ORAL  
Renal failure acute EFFEXOR S  
Rhabdomyolysis ZOPICLONE C  

DISULFIRAM C  
XANAX C  

6025776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2006 6025776 EXPEDITED (15-DAY) HO ES-BOEHRINGER
INGELHEIM
PHARMACEUTICALS,
INC.-2006-DE-01896GD

67 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage PERSANTINE S ORAL  BOEHRINGER INGELHEIM
Gastric mucosal lesion LORMETAZEPAM S ORAL  
Cardiac failure MIANSERIN S ORAL  

LORAZEPAM S ORAL  
VENLAFAXINE S ORAL  

6035596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2006 6035596 EXPEDITED (15-DAY) OT SEWYE551512APR06 59 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis C EFFEXOR S ORAL 75 MG DAILY ORAL -

SEE IMAGE
 

Condition aggravated  
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6035643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2006 6035643 EXPEDITED (15-DAY) Y HO FRWYE530304APR06 82 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Jaundice cholestatic EFFEXOR XR S ORAL 75 MG TOTAL DAILY

ORAL
12 DAY

Pelvic venous thrombosis TIENAM (CILASTATIN/IMIPENEM) C  
Condition aggravated CELIPROLOL (CELIPROLOL) C  
Cholelithiasis OMEPRAZOLE C  

VITAMIN D (ERGOCALCIFEROL) C  
BROMAZEPAM (BROMAZEPAM) C  
PAROXETINE HYDROCHLORIDE C  
PARACETAMOL (PARCETAMOL) C  

6066846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2006 6066846 NON-EXPEDITED N 2006SP000404 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle twitching LUNESTA S ORAL 3 MG;HS;ORAL  

EFFEXOR S  
CYMBALTA S  

6067750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2006 6067750 NON-EXPEDITED N 2006SP000476 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Middle insomnia LUNESTA S ORAL 3 MG;HS;ORAL  
Thinking abnormal EFFEXOR S ORAL ORAL  

ACTIVELLA C  
AMBIEN C  
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6035081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2006 6035081 EXPEDITED (15-DAY) HO,OT HQWYE678606APR06 40 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Emotional disorder LIPITOR C  
Stress ATENOLOL C  
Crying FISH OIL, HYDROGENATED (FISH

OIL, HYDROGENATED)
C  

Panic disorder MAGNESIUM (MAGNESIUM) C  
Balance disorder NIACIN C  
Hypoaesthesia  
Paraesthesia  
Tremor  
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4194888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2006 4194888 EXPEDITED (15-DAY) Y HO HQWYE686902AUG04 82 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE S ORAL SEE IMAGE, ORAL 2 DAY
Constipation KOLANTYL (ALUMINIUM

HYDROXIDE/DICYCLOVERINE
HYDROCHLORIDE/MAGNESIUM
OXIDE/METHYLCELLULOSE

C  

Condition aggravated CINAL (ASCORBIC ACID/CALCIUM
PANTOTHENATE)

C  

Hearing impaired NIFEDIPINE C  
Paraesthesia oral LIPITOR C  
Dementia PURSENNID (SENNA LEAF) C  
Abdominal pain SENNOSIDES A AND B C  
Pyrexia ZOLPIDEM TARTRATE C  

HALCION C  
DOGMATIL (SULPIRIDE) C  
ALOSENN (ACHILLEA/RUBIA
ROOT TINCTURE/SENNA FRUIT/
SENNA LEAF/TARAXACUM
OFFICINALE)

C  

GASMOTIN (MOSAPRIDE
CITRATE)

C  

LENDORM C  
NAUZELIN C  
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6033648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2006 6033648 DIRECT N HO,LT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL DAILY PO  WYETH AYERST
Condition aggravated  
Impaired work ability  
Laceration  
Social avoidant behaviour  
Suicide attempt  
6038676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2006 6038676 EXPEDITED (15-DAY) Y OT HQWYE814813APR06 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR XR S ORAL 1500 MG DAILY

OVERDOSE AMOUNT,
ORAL

 MTH

Drug abuser  
Intentional overdose  
6040906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2006 6040906 EXPEDITED (15-DAY) Y DE FRWYE550011APR06 Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S TRANSPLACENTAL 1 CAPSULE 1X PER 1

DAY
TRANSPLACENTAL

 

Exomphalos DITROPAN S TRANSPLACENTAL 2.5 MG TOTAL DAILY
TRANSPLACENTAL

 

Talipes LIORESAL S TRANSPLACENTAL 10 MG TOTAL DAILY
TRANSPLACENTAL

 

Brain malformation RILUTEK S TRANSPLACENTAL 75 MG TOTAL DAILY
TRANSPLACENTAL

 

Cerebral cyst  
Maternal exposure during pregnancy  
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6026612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2006 6026612 EXPEDITED (15-DAY) Y DS HQ1088328FEB2002 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exercise tolerance decreased EFFEXOR XR S "SWITCHED ON AND

OFF EFFEXOR"
 

Asthma PSYLLIUM HUSK\SENNA LEAF S SEE IMAGE  
Rectocele SERZONE S  
Diffuse alopecia UNSPECIFIED INGREDIENT C  
Abdominal distension  
Abdominal pain lower  
Adrenal disorder  
Adrenergic syndrome  
Allergy to animal  
Alopecia  
Anxiety  
Anxiety disorder  
Autoimmune disorder  
Autonomic neuropathy  
Blood heavy metal increased  
Blood luteinising hormone increased  
Blood oestrogen decreased  
Bradyphrenia  
Breast tenderness  
Candida infection  
Chronic fatigue syndrome  
Constipation  
Depression  
Diarrhoea  
Dizziness  
Drug abuse  
Drug withdrawal syndrome  
Dry eye  
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6026612
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry skin  
Dystonia  
Dysuria  
Eating disorder  
Endometriosis  
Eructation  
Eye swelling  
Fatigue  
Feeling of despair  
Fibromyalgia  
Flatulence  
Food allergy  
Gastrointestinal disorder  
Gastrointestinal motility disorder  
Hypersensitivity  
Hypomenorrhoea  
Hypothalamo-pituitary disorder  
Immune system disorder  
Increased upper airway secretion  
Irritable bowel syndrome  
Madarosis  
Melanosis coli  
Mental disorder  
Metabolic disorder  
Micturition disorder  
Muscle contractions involuntary  
Muscle spasms  
Mydriasis  
Nervousness  
Neurotransmitter level altered  
Obsessive thoughts  
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6026612
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension  
Overgrowth bacterial  
Ovulation pain  
Pain in extremity  
Palpitations  
Paraesthesia  
Pernicious anaemia  
Post-traumatic stress disorder  
Skin atrophy  
Sneezing  
Somatisation disorder  
Suicidal ideation  
Swelling  
Tearfulness  
Throat irritation  
Tremor  
Urine arsenic increased  
Vision blurred  
Weight decreased  
Weight increased  
6035048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2006 6035048 DIRECT Y LT 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 20MG (FROM 75MG)

QDAY  ORAL
 WYETH

Anxiety  
Intentional overdose  
Loss of consciousness  
Suicide attempt  
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6037378FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2006 6037378 EXPEDITED (15-DAY) N OT HQWYE692207APR06 11 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Aggression  
Homicidal ideation  
Nausea  
Suicidal ideation  
6037381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2006 6037381 EXPEDITED (15-DAY) Y DS HQWYE723110APR06 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Flat affect EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Emotional disorder  
Loss of libido  
6040194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2006 6040194 EXPEDITED (15-DAY) Y OT HQWYE792812APR06 58 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis VENLAFAXINE HYDROCHLORIDE S 50 MG 1X PER 1 DAY  
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6004024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2006 6004024 EXPEDITED (15-DAY) Y DS HQWYE906217FEB06 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR XR S ORAL SEE  IMAGE, ORAL  
Dry mouth ONE-A-DAY (ASCORBIC ACID/

CYANOCOBALAMIN/
ERGOCALCIFEROL/
NICOTINAMIDE/PYRIDOXINE
HYDROCHLORIDE/RETINOL

C  

Constipation  
Distractibility  
Disturbance in attention  
Drug ineffective  
Impaired work ability  
Memory impairment  
Mental impairment  
6028138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2006 6028138 EXPEDITED (15-DAY) Y OT NLWYE512828MAR06 Unknown NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute coronary syndrome EFFEXOR XR S  
6031611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2006 6031611 EXPEDITED (15-DAY) Y OT HQWYE606031MAR06 62 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure congestive EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY  
Condition aggravated UNSPECIFIED INGREDIENT C  
Drug effect decreased  
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6038959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2006 6038959 EXPEDITED (15-DAY) N HO HQWYE772011APR06 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serum serotonin increased EFFEXOR S SEE IMAGE  
Mania  
6038968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2006 6038968 EXPEDITED (15-DAY) N DS HQWYE777111APR06 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Memory impairment EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Somnolence SINGULAIR C  
Impaired work ability FLONASE C  
Activities of daily living impaired NEXIUM (ESOMEPRAZOLE) C  
Condition aggravated  
Feeling abnormal  
Migraine  
6040456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2006 6040456 EXPEDITED (15-DAY) Y HO,OT DEWYE507827MAR06 23 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 60 CAPSULES

(OVERDOSE AMOUNT
4500 MG)

1 DAY

Aspartate aminotransferase increased  
Blood creatine phosphokinase increased  
Blood creatine phosphokinase MB abnormal  
Circulatory collapse  
Mydriasis  
Myoclonus  
Serotonin syndrome  
Sopor  
Suicide attempt  
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6041003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2006 6041003 EXPEDITED (15-DAY) Y HO DEWYE558418APR06 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL OVERDOSE AMOUNT 1 DAY
Somnolence BESPAR S ORAL 1 DAY
Hypothermia CHLORPROTHIXENE

HYDROCHLORIDE
S ORAL 1 DAY

Blood creatine phosphokinase increased  
Blood pH decreased  
Haematoma  
Suicide attempt  

6041038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2006 6041038 EXPEDITED (15-DAY) N OT HQWYE831914APR06 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Dizziness SYNTHROID C  
Crying  
Drug dose omission  
Drug ineffective  
Drug withdrawal syndrome  
Paraesthesia  

Page: 1,786 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
3765786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2006 3765786 EXPEDITED (15-DAY) Y DE,HO A200850 30 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise ZIPRASIDONE HYDROCHLORIDE S ORAL 160 MG BID, ORAL  
Dizziness TRAMADOL S ORAL ORAL  
Epistaxis REMERON S ORAL ORAL  
Nausea EFFEXOR S ORAL 75 MG DAILY, ORAL  
Headache ACETAMINOPHEN C  
Sensory disturbance ZOPICLONE C  
Sudden death NOZINAN (LEVOMEPROMAZINE) C  
Influenza CLONAZEPAM C  
Visual impairment PRAXITEN PLIVA (OXAZEPAM)

(OXAZEPAM)
C  

Cardiac arrest LACTULOSE C  
Arteriosclerosis  
Completed suicide  
Pneumonia  
Pulmonary oedema  
Toxicity to various agents  
6041722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2006 6041722 EXPEDITED (15-DAY) Y DE,HO GBWYE562419APR06 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S  
Cardiac disorder  
Nervous system disorder  
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6042723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2006 6042723 EXPEDITED (15-DAY) Y OT GBWYE562019APR06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S TRANSPLACENTAL 75 MG 2X PER 1 DAY

TRANSPLACENTAL
 

Congenital anomalies of ear ossicles  
External auditory canal atresia  

5859264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2006 5859264 EXPEDITED (15-DAY) Y DS,OT GBWYE845720JUL05 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Maternal exposure during pregnancy LOPRAZOLAM (LOPRAZOLAM) C  
Insomnia  
Malaise  
Pregnancy  
Tremor  
6032632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2006 6032632 EXPEDITED (15-DAY) Y HO FRWYE549411APR06 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Basedow's disease ENBREL S SUBCUTANEOUS  
Condition aggravated AMITRIPTYLINE

HYDROCHLORIDE
S ORAL 125 mg total daily  

EFFEXOR S ORAL 150 mg total daily  
LIOTHYRONINE SODIUM C ORAL unknown  
CLOBETASOL PROPIONATE C TOPICAL unknown  
RIVOTRIL C ORAL unknown  
CARBIMAZOLE C ORAL unknown  

Page: 1,788 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6044156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2006 6044156 EXPEDITED (15-DAY) Y OT SERX20060005 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose OXAZEPAM S ORAL PO  
Suicide attempt VENLAFAXINE S ORAL 750 MG ONCE PO  
6046039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2006 6046039 EXPEDITED (15-DAY) Y OT GRWYE562219APR06 65 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
2 DAY

Dyspnoea XANAX C  
Dysarthria  

6041647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2006 6041647 DIRECT Y DE 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL 2     DAILY    PO 1 +

YEAR
1 YR

OXYCODONE S ORAL PO  1 + YEAR 1 YR
6044959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2006 6044959 EXPEDITED (15-DAY) Y OT HQWYE849817APR06 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; SEE
IMAGE

 

Feeling drunk REMICADE S 5 MG/KG  
Drug withdrawal syndrome FLAGYL C  

FOLIC ACID C  
DEPO-PROVERA C  
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6045095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2006 6045095 EXPEDITED (15-DAY) Y HO,OT FRWYE558218APR06 90 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR XR S ORAL 75 MG TOTAL DAILY,

ORAL
 

Epistaxis ACTONEL S ORAL 35 MG 1X PER Q DAY,
ORAL

 

Anaemia ASPIRIN LYSINE C  
Hypertension MOPRAL (OMEPAZOLE) C  
Haemorrhage ZOLPIDEM TARTRATE C  
Melaena CALCIUM CARBONATE (CALCIUM

CARBONATE)
C  

Renal impairment COLECALCIFEROL
(COLECALCIFEROL)

C  

ACETAMINOPHEN C  
FUCUS VESICOLOSUS (FUCUS
VESICOLOSUS)

C  

GLYCEROL (GLYCEROL) C  
VASELINE (PARAFFIN SOFT) C  
PARAFFIN, LIQUID (PARAFFIN,
LIQUID)

C  

MOVICAL (MACROGOL/
POTASSIUM CHLORIDE/SODIUM
BICARBONATE/SODIUM
CHLORIDE)

C  

6045109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2006 6045109 EXPEDITED (15-DAY) Y HO FRWYE560818APR06 41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus inadequate control EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY  
Gamma-glutamyltransferase increased STAGID (METFORMIN

EMBONATE)
C  

Drug ineffective AMARYL C  
AVANDIA C  
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6045134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2006 6045134 EXPEDITED (15-DAY) Y OT HQWYE400620MAR06 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR XR S 75 MG 1X PER 1 DAY;

SEE IMAGE
 

Decreased appetite CLONAZEPAM C  
Suicidal ideation LEVONORGESTREL W/

ETHINYLESTRADIOL
(ETHINYLESTRADIOL/
LEVONORGESTREL)

C  

Homicidal ideation ALBUTEROL (SALBUTAMOL) C  
6045136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2006 6045136 EXPEDITED (15-DAY) Y DS GWYE225512DEC05 64 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia EFFEXOR XR S ORAL 225MG; 150 MG,

GRADUAL REDUCTION
 

Drug withdrawal syndrome LISINOPRIL (LISINOPRIL) C  
VIIth nerve paralysis FUROSEMIDE C  
Aphasia PANTOZOL C  
Drug dose omission CLOPIDOGREL C  

LACRI-LUBE (LANOLIN/INERAL
OIL LIGHT/PETROLATUM)

C  

BISOPROSOL (FUMARATE
(BISOPROLOL FUMARATE)

C  

ATORVASTATIN
(ATORVASTATIN)

C  

ISOSORBIDE MONONITRATE C  
STILNOCT (ZOLPIDEM
TARTRATE)

C  

MIRTAZAPINE C  
GTN (GLYCERYL TRINITRATE) C  
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6045207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2006 6045207 EXPEDITED (15-DAY) OT HQWYE871419APR06 60 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Platelet aggregation abnormal EFFEXOR S SEE IMAGE 4 WEEK
Epistaxis ESCITALOPRAM OXALATE S SEE IMAGE 1 WEEK
Rectal haemorrhage MIRTAZAPINE (MIRTAZAPINE) S SEE IMAGE 4 WEEK
Serum serotonin increased OMEPRAZOLE C  
Drug interaction IRBESARTAN C  
6045321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Apr-2006 6045321 EXPEDITED (15-DAY) Y HO FRWYE570621APR06 73 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Femoral neck fracture EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY  
Oedema peripheral FUROSEMIDE S ORAL  
Oedema genital PREDNISOLONE S ORAL  
Blood chloride decreased  
Hyperkalaemia  
Hyponatraemia  

6034709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2006 6034709 EXPEDITED (15-DAY) Y HO 2006007232 30 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting ZYBAN S ORAL 1 DAY GLAXOSMITHKLINE
Suicide attempt ALCOHOL S UNKNOWN  

MIRTAZAPINE S ORAL 30MG Single dose 1 DAY
LORAZEPAM S ORAL 1MG Single dose 1 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL 75MG Single dose 1 DAY
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6034721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2006 6034721 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20060405688

37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt ACETAMINOPHEN\TRAMADOL

HYDROCHLORIDE
S ORAL  

Intentional overdose EFFEXOR S ORAL  
Vomiting LODINE S ORAL  
Tremor TETRAZEPAM S ORAL  
Coma  
6041623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2006 6041623 DIRECT N 60 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S 1     1 PER DAY  
Aggression EFFEXOR XP C  
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6045009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2006 6045009 EXPEDITED (15-DAY) N OT HQWYE926321APR06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nightmare EFFEXOR S 37.5 MG FREQUENCY ;

"WEANING OFF DOSE
AND FREQUENCY
UNSPECIFIED

 

Anger  
Anxiety  
Depression  
Disorientation  
Drug withdrawal syndrome  
Heart rate increased  
Major depression  
Memory impairment  
Paraesthesia  
Paranoia  
Suicidal ideation  
Thinking abnormal  
6045723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2006 6045723 EXPEDITED (15-DAY) Y OT HQWYE878820APR06 23 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Aggression ALCOHOL S ORAL ORAL  
Sleep disorder LOVAN (FLUOXETINE

HYDROCHLORIDE, )
S ORAL ORAL  

Middle insomnia SEREPAX (OXAZEPAM, UNSPEC) S ORAL ORAL  
Agitation  
Weight decreased  
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6035214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2006 6035214 EXPEDITED (15-DAY) N HO 1-12271982 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia PAXIL CR S ORAL  GLAXOSMITHKLINE

PAXIL S ORAL  GLAXOSMITHKLINE
EFFEXOR XR S ORAL  

6037233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2006 6037233 EXPEDITED (15-DAY) Y HO HQWYE686607APR06 90 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S 150 MG 1 X PER 1

DAY; 225 MG 1X PER 1
DAY; TAPERED OFF

 

Tachypnoea WELLBUTRIN XL S  
6040909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2006 6040909 EXPEDITED (15-DAY) Y HO HQWYE822713APR06 91 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothyroidism CORDARONE S ORAL 200 MG 1X PER 1 DAY

ORAL
 

Agitation BUFLOMEDIL HYDROCHLORIDE S ORAL 300 MG 1X PER 1 DAY
ORAL

 

Confusional state EFFEXOR S ORAL 2 UNITS (37.5 MG
TABLET) ORAL

 

FUROSEMIDE S ORAL 1 UNIT 1X PER 1 DAY
ORAL

 

VALSARTAN S ORAL 1 UNIT 1X PER 1 DAY
ORAL

 

FLUINDIONE S ORAL 20 MG 1X PER 1 DAY
ORAL
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6050574FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2006 6050574 EXPEDITED (15-DAY) Y HO 2006054086 75 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disorientation ATARAX S ORAL 100 MG (100 MG, 1 IN 1

D), ORAL
 

Depressed level of consciousness OXYCONTIN S ORAL ORAL  
TETRAZEPAM S ORAL 150 MG (150 MG, 1 IN 1

D), ORAL
 

EFFEXOR S ORAL TWO DOSE FORMS
(DAILY), ORAL

 

LEXOMIL (BROMAZEPAM) S ORAL 0.5 DOSAGE FORM
(DAILY), ORAL

 

5955844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2006 5955844 EXPEDITED (15-DAY) Y OT 2005168219 50 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pathological fracture SERTRALINE S 50 MG  
Rib fracture ALPRAZOLAM S 0.5 MG  
Bone density decreased LORAZEPAM S (2.5 MG, AS

NECESSARY)
 

Blood prolactin increased TRAZODONE HYDROCHLORIDE S 100 MG  
RISPERIDONE S 2 MG  
VENLAFAXINE HYDROCHLORIDE S 150 MG (75 MG, 2 IN 1

D)
 

PENFLURIDOL (PENFLURIDOL) C  
FLUPENTIXOL
(FLUPENTIXOL)

C  

MELITRACEN
(MELITRACEN)

C  
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6043217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2006 6043217 DIRECT N OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S FROM 150MG TO

25MG
11 YR WYETH

Decreased appetite  
Dizziness  
Impaired work ability  
Nausea  
Tinnitus  
Uterine haemorrhage  
Vertigo  
6046079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2006 6046079 EXPEDITED (15-DAY) Y OT HQWYE876619APR06 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Headache AMPHETAMINE SULFATE S  
Aggression METHADONE HYDROCHLORIDE S  
Akathisia  
Drug withdrawal syndrome  
Feeling abnormal  
Mania  
Psychotic disorder  
Restlessness  
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Detailed Report
6046080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2006 6046080 EXPEDITED (15-DAY) Y HO,OT HQWYE876919APR06 47 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL; SEE IMAGE
45 DAY

TESTOSTERONE C  
6046081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2006 6046081 EXPEDITED (15-DAY) Y OT HQWYE877419APR06 17 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychiatric symptom EFFEXOR S ORAL ORAL  
Drug withdrawal syndrome  
Homicidal ideation  
Paranoia  
Restlessness  
Suicidal ideation  
6046090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2006 6046090 EXPEDITED (15-DAY) Y OT HQWYE878920APR06 46 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL ORAL  
Psychiatric symptom CANNABIS SATIVA SUBSP.

SATIVA FLOWERING TOP
S  

Homicidal ideation  
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6046535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2006 6046535 EXPEDITED (15-DAY) Y HO HQWYE879020APR06 51 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Physical assault EFFEXOR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Aggression OROXINE          (LEVOTHYROXINE
SODIUM)

C  

Akathisia  
Automatism  
Chest pain  
Delirium  
Drug withdrawal syndrome  
Enuresis  
Liver function test abnormal  
Mood altered  
Musculoskeletal pain  
Psychiatric symptom  
Psychomotor hyperactivity  
Self injurious behaviour  
Serotonin syndrome  
Suicide attempt  
6046569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2006 6046569 EXPEDITED (15-DAY) N OT HQWYE888320APR06 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Constipation CYMBALTA S 10 MG 1X PER 1 DAY;
SEE IMAGE

 

Drug ineffective  
Drug interaction  
Drug withdrawal syndrome  
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5897249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2006 5897249 EXPEDITED (15-DAY) Y OT GBWYE016029SEP05 62 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block left EFFEXOR XR S SEE IMAGE  
Condition aggravated  
Depression  
Drug effect decreased  
6026435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2006 6026435 EXPEDITED (15-DAY) HO,OT HQWYE418021MAR06 57 YR Male JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Social avoidant behaviour VENLAFAXINE S ORAL 75 MG 1X PER 1 DAY

ORAL
322 DAY

Diabetes mellitus BROTIZOLAM (BROTIZOLAM) C  
Condition aggravated METHYLCOBALAMIN C  
Vomiting AMARYL C  
Decreased appetite ACTOS C  
Fatigue METFORMIN C  
Anxiety PRAVASTATIN C  
Diabetic neuropathy  
Fear  
Hypochondriasis  
Panic disorder  
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6035053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2006 6035053 EXPEDITED (15-DAY) Y DE GBWYE526803APR06 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Respiratory failure ALCOHOL S  
Ill-defined disorder METHADONE HYDROCHLORIDE S  
Victim of abuse SALBUTAMOL (SALBUTAMOL) C  
Medication error DIAZEPAM (DIAZEPAM) C  

THIAMINE (THIAMINE) C  
6047147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2006 6047147 EXPEDITED (15-DAY) Y OT GBWYE639203MAY05 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retained placenta or membranes EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  
Maternal exposure during pregnancy  
Premature baby  

6040512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2006 6040512 EXPEDITED (15-DAY) Y OT HQWYE810913APR06 43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sensory loss EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Hemiparesis  
Musculoskeletal pain  
Neck pain  
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6047983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2006 6047983 EXPEDITED (15-DAY) N OT HQWYE968025APR06 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR XR S ORAL SEE IMAGE  
Diplopia ELAVIL C  
Drug dependence  
Drug withdrawal syndrome  
Heart rate increased  

6036033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2006 6036033 EXPEDITED (15-DAY) N ES-GLAXOSMITHKLINE-
B0421850A

50 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain LAMICTAL S ORAL 25MG Unknown 2 DAY GLAXOSMITHKLINE
Rash VENLAFAXINE HYDROCHLORIDE S ORAL 300MG Unknown 2 DAY
Pruritus  
Rash erythematous  
Urinary retention  
6048507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2006 6048507 EXPEDITED (15-DAY) Y HO,OT HQWYE140303MAR06 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased EFFEXOR XR S SEE IMAGE  
Suicide attempt WELLBUTRIN XL S  
Intentional overdose XANAX S OVERDOSE AMOUNT  
Treatment noncompliance LAMICTAL C  
Depression  
Generalised anxiety disorder  
Panic disorder  
Social phobia  
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6048509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2006 6048509 EXPEDITED (15-DAY) N DE HQWYE936024APR06 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Feeling hot XANAX C  
Antidepressant drug level increased  
Hyperhidrosis  
Polydipsia  
6049096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2006 6049096 EXPEDITED (15-DAY) Y HO NLWYE477316MAR06 60 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebellar syndrome EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Aphasia LITHIUM CARBONATE S 400 MG 3X PER 1 DAY  

6024529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2006 6024529 EXPEDITED (15-DAY) Y OT HQWYE386917MAR06 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S SEE IMAGE  
Thermal burn CLONAZEPAM C  
Drug effect decreased METOPROLOL TARTRATE C  
Economic problem  
Incorrect dose administered  
Treatment noncompliance  
Underdose  
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6041007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2006 6041007 EXPEDITED (15-DAY) Y DS GBWYE517529MAR06 72 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral infarction EFFEXOR XR S ORAL 75MG ORAL 5 DAY
Hemianopia REGULAN (PSYLLIUM

HYDROPHILIC MUCILLOID)
C  

Hemiparesis ASPIRIN (ACETYLSALICYLIC
ACID)

C  

RAMIPRIL C  
6045184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2006 6045184 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S ORAL 150MG  ONCE A DAY

PO
11 YR WYETH

Chills  
Dizziness  
Drug withdrawal syndrome  
Impaired work ability  
Muscle spasms  
Nausea  
Treatment noncompliance  
Tremor  
Uterine haemorrhage  
Vertigo  
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6049387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2006 6049387 EXPEDITED (15-DAY) N OT HQWYE969325APR06 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY

ORAL
 

Disturbance in attention  
Economic problem  
Suicidal ideation  
Treatment noncompliance  
6050052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2006 6050052 EXPEDITED (15-DAY) Y OT GBWYE579826APR06 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Burning sensation EFFEXOR S ORAL 75 MG 2X PER 1 DAY

ORAL
 

Abnormal dreams  
Agitation  
Anger  
Anxiety  
Apathy  
Asthenia  
Decreased appetite  
Decreased interest  
Depression  
Disorientation  
Dizziness  
Fatigue  
Flatulence  
Headache  
Hypersensitivity  
Hypoglycaemia  
Insomnia  
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Detailed Report
6050052
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania  
Mood altered  
Muscle disorder  
Muscle twitching  
Nervousness  
Nightmare  
Panic attack  
Paranoia  
Personality change  
Restlessness  
Somnolence  
Thinking abnormal  
Tinnitus  
Tremor  
Urine odour abnormal  
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6050057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2006 6050057 EXPEDITED (15-DAY) HO HQWYE990025APR06 25 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL APPROXIMATELY 30,

150 MG TABLETS (4.5
G) ORAL

 

Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Body temperature decreased  
Bundle branch block  
Cardiotoxicity  
Convulsion  
Electrocardiogram QT prolonged  
Hyperreflexia  
Mydriasis  
Myopathy toxic  
Rhabdomyolysis  
Sinus tachycardia  
Stupor  
Suicide attempt  
Toxicity to various agents  
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6556830FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2006 6556830 EXPEDITED (15-DAY) Y OT CHWYE459310MAR06 51 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Antidepressant drug level increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Insomnia SURMONTIL S ORAL 200 MG 1X PER 1 DAY
ORAL

 

Pain PANTOZOL C  
Chest pain ATORVASTATIN

(ATORVASTATIN)
C  

Chest discomfort PROMAZINE HYDROCHLORIDE C  
Blood triglycerides increased  
Low density lipoprotein increased  

5669209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2006 5669209 EXPEDITED (15-DAY) Y DE 2004070762 26 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide NITROGLYCERIN S  
Alcohol use VENLAFAXINE S  

ALCOHOL S  
6050541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2006 6050541 EXPEDITED (15-DAY) Y OT SERX20060006 23 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression OXAZEPAM S  WYETH
Weight decreased EFFEXOR S ORAL 75 MG DAILY PO  WYETH
Agitation FLUOXETINE HYDROCHLORIDE S  
Suicide attempt ALCOHOL S  
Insomnia  
Middle insomnia  
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6051027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2006 6051027 EXPEDITED (15-DAY) Y DS HQWYE111502MAY06 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 & 75 & 37.5 MG 1X

PER 1 DAY, ORAL
 

Dizziness ALTACE C  
Insomnia IMITREX C  
Disturbance in attention VALTREX (VALCICLOVIR

HYDROCHLORIDE)
C  

Affect lability  
Feeling jittery  
Impaired work ability  

6038845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6038845 EXPEDITED (15-DAY) N OT HQWYE396517MAR06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR S ORAL 75 MG ORAL  
Hypoaesthesia EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY

ORAL
 

Paraesthesia AMBIEN C  
Swelling TYLENOL EXTRA STRENGTH

(ACETAMINOPHEN)
C  

Inflammation LITHIUM (LITHIUM) C  
Weight increased XANAX C  
Night sweats PREVACID C  
Vision blurred FENTANYL (FENTANYL) C  
Nausea BENZTROPINE MESYLATE C  
Dry mouth TRIAMTERENE AND

HYDROCHLOROTHIAZID
(HYDROCHLOROTHIAZIDE/
TRIAMTERENE)

C  

Constipation THIOTHIXENE C  
Decreased appetite LIPITOR C  
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6038845
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hemiparesis ESTRADIOL C  
Hyperhidrosis DEPAKOTE C  
Nervousness PROPOXYPHENE NAPSYLATE W/

ACETAMINOPHEN
(DEXTROPROPOXYPHENE
NAPSILATE/PARACETAMOL)

C  

Tremor TRAZODONE HYDROCHLORIDE C  
Headache AMITRIPTYLINE

HYDROCHLORIDE
C  

Irritability HALOPERIDOL C  
Mental status changes RANITIDINE C  
Mood altered BENZTROPINE MESYLATE C  
Hostility CEFTIN C  
Impulsive behaviour ERY-TAB (ERYTHROMYCIN) C  
Restlessness AUGMENTIN ORAL C  
Depression METOCLOPRAMIDE C  
Panic attack IBUPROFEN (IBUPROFEN) C  
Self-injurious ideation CEPHALEXIN C  
Condition aggravated ALBUTEROL (SALBUTAMOL) C  
Pollakiuria LEVAQUIN C  
Abnormal behaviour BEXTRA C  
Aggression ULTRACET C  
Suicide attempt PIROXICAM C  
Overdose MIRALAX C  
Chest pain FLEET PHOSPHO-SODA C  

MOBIC C  
PRILOSEC C  
LINDANE (LINDANE) C  
KETOPROFEN C  
ETODOLAC C  
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6049132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6049132 EXPEDITED (15-DAY) OT HQWYE153803MAY06 40 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Fibrocystic breast disease PRIMIDONE C  
Weight increased CLONAZEPAM C  
Breast dysplasia  
Condition aggravated  
Tooth loss  
6051107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6051107 EXPEDITED (15-DAY) Y DE HQWYE111602MAY06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Intentional overdose METHADONE HYDROCHLORIDE C  
Completed suicide XANAX C  
6051140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6051140 EXPEDITED (15-DAY) Y HO,OT HQWYE928722FEB06 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG 1X PER 1 DAY,  
Asthenia AMBIEN C  
Social avoidant behaviour ATIVAN C  
Depression  
Drug ineffective  
Feeling of despair  
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6051183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6051183 EXPEDITED (15-DAY) Y HO DEWYE603705MAY06 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event VENLAFAXINE HYDROCHLORIDE S 75 MG 2X PER 1 DAY  
Maternal exposure during pregnancy  
6051328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6051328 EXPEDITED (15-DAY) Y HO DSA_28096_2006 30 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL 10 MG ONCE PO  
Overdose MIRTAZAPINE S ORAL 150 MG ONCE PO  
Vomiting VENLAFAXINE HYDROCHLORIDE S ORAL 525 MG ONCE PO  
Blood alcohol increased ZYBAN S ORAL DF ONCE PO  

ALCOHOL S ORAL DF ONCE PO  
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6051537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6051537 EXPEDITED (15-DAY) Y HO,OT 2006047512 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dementia Alzheimer's type XANAX S ORAL (0.5 MG, 2 IN 1 D),

ORAL
 

Blood potassium decreased ARICEPT S 5 MG (5 MG, 1 IN 1 D)  
Heart rate irregular ZYPREXA S 5 MG (2.5 MG, 2 IN 1

D), UNKNOWN
 

Nausea EFFEXOR S  
Faeces discoloured ALUMINUM HYDROXIDE AND

MAGNESIUM TRISILICATE
S  

Depression MOBIC C  
Weight increased DARVOCET

(DEXTROPROPROXYPHENE
NAPSILATE, PARACETAMOL)

C  

Crying AVALIDE C  
Cholecystectomy MICRO-K (POTASSIUM

CHLORIDE)
C  

Urinary tract infection NITROQUICK (GLYCERYL
TRINITRATE)

C  

Upper limb fracture BENTYL C  
Anxiety  
Body height decreased  
Diverticulitis  
Ulcer  
6052035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6052035 EXPEDITED (15-DAY) Y OT DEWYE596403MAY06 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis VENLAFAXINE HYDROCHLORIDE S 75 MG  
Lymphadenopathy  
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6052041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6052041 EXPEDITED (15-DAY) Y LT GBWYE592702MAY06 50 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular hypertrophy EFFEXOR S ORAL  
Proteinuria  
6052055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2006 6052055 EXPEDITED (15-DAY) Y LT GBWYE592802MAY06 52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular hypertrophy EFFEXOR XR S ORAL 497 DAY
Proteinuria  

5763966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 5763966 EXPEDITED (15-DAY) Y DE,HO,LT HQWYE772406DEC04 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL; SEE IMAGE  
Impaired work ability ALCOHOL S ORAL OVERDOSE AMOUNT,

ORAL
 

Psychotic disorder DOXEPIN HYDROCHLORIDE S  
Suicidal ideation DURAGESIC S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Hallucination, visual KLONOPIN S OVERDOSE AMOUNT
"40-50-6-" 1 MG
TABLETS

 

Coordination abnormal LITHIUM (LITHIUM) S  
Dysphoria PROVIGIL C  
Disturbance in attention ALPRAZOLAM (ALPRAZOLAM) C  
Anger LEXAPRO (LORAZEPAM) C  
Cognitive disorder PROZAC C  
Abnormal dreams  
Affect lability  
Alcohol use  
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5763966
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anhedonia  
Asthenia  
Completed suicide  
Compulsions  
Convulsion  
Crying  
Dehydration  
Depressed level of consciousness  
Disorientation  
Drug abuser  
Drug ineffective  
Dyskinesia  
Emotional disorder  
Flushing  
Formication  
Gun shot wound  
Hemiparesis  
Homicidal ideation  
Hostility  
Hypersomnia  
Hypertension  
Hypoaesthesia  
Hypoaesthesia oral  
Influenza like illness  
Intentional overdose  
Irritability  
Mental disorder  
Migraine  
Obsessive thoughts  
Pain  
Paraesthesia  
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5763966
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Personality change  
Photopsia  
Sleep disorder  
Sluggishness  
Suicide attempt  
Thinking abnormal  
Unevaluable event  
Weight decreased  
Weight increased  
6021238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6021238 EXPEDITED (15-DAY) Y DS HQWYE408620MAR06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL ; 112.5 MG 1X
PER 1 DAY ; 75 MG 1X
PER 1 DAY ORAL ; 37.5
MG 1X PER 1 DAY OR

 

Dizziness PROVENTIL (SALBUTAMOL
SULFATE)

C  

Nausea SONATA C  
Headache CLARINEX C  
Fatigue NASONEX C  
Chest discomfort ADVAIR DISKUS C  
Dyspnoea SPIRONOLACTONE C  
Affect lability  
Diarrhoea  
Emotional disorder  
Heart rate increased  
Mental impairment  
Paraesthesia  
Visual impairment  
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6043005FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6043005 EXPEDITED (15-DAY) HO PHBS2006CH06734 82 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome CARBAMAZEPINE S UNKNOWN 600 mg/day  NOVARTIS
Asthenia TRAMADOL HYDROCHLORIDE S UNKNOWN 150 to 300 mg/day 46080 MIN
Apathy TRAMADOL HYDROCHLORIDE S UNKNOWN 300 mg/day 10080 MIN
Mental status changes VENLAFAXINE HYDROCHLORIDE S UNKNOWN 75 mg/day  
Anxiety METOCLOPRAMIDE S UNKNOWN 30 mg/day 18720 MIN
Dyskinesia PARACETAMOL C UNKNOWN 3000 mg/day  
Diarrhoea  
Hyperreflexia  
Myoclonus  
Nausea  
Tremor  
6045368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6045368 EXPEDITED (15-DAY) Y OT GBWYE566920APR06 46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Joint injury EFFEXOR XR S ORAL SEE IMAGE  
Loss of consciousness VALSARTAN C  
Orthostatic hypotension BENDROFLUMETHIAZIDE C  

FERROUS SULPHATE (FERROUS
SULFATE)

C  

CRESTOR C  
ORLISTAT C  
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6046558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6046558 EXPEDITED (15-DAY) Y LT GBWYE578726APR06 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal tubular necrosis EFFEXOR S ORAL  
Blood potassium increased MIRTAZAPINE C  

OLANZAPINE C  
NIMESULIDE C  

6048031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6048031 EXPEDITED (15-DAY) Y DE,HO,DS,LT HQWYE040728APR06 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL RANGED FROM 37.5

MG UP TO 150 MG
DAILY ORAL ; 150 MG
1X PER 1 DAY ORAL

 

Anger  
Completed suicide  
Depression  
Gun shot wound  
Hypoaesthesia  
Influenza like illness  
Intentional self-injury  
Mood altered  
Nervous system disorder  
Paraesthesia  
Suicide attempt  
Vertigo  
Weight decreased  

Page: 1,818 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6050300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6050300 EXPEDITED (15-DAY) Y HO FRWYE601904MAY06 80 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR XR S ORAL 112.5 MG TOTAL DAILY  
Drug ineffective  
Dyspnoea  
Hypoxia  
Sleep apnoea syndrome  
6052157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6052157 EXPEDITED (15-DAY) OT FRWYE601404MAY06 33 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus EFFEXOR S ORAL 50 MG 1X PER 1 DAY  
Condition aggravated INSULIN NOS C  
Bradyphrenia  
Fatigue  
Nausea  
6052292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6052292 EXPEDITED (15-DAY) HO,OT CHWYE532704APR06 73 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 1X PER 1

DAY ; 75 MG 1X PER 1
DAY

 

Delirium TOLTERODINE TARTRATE S ORAL 4 MG 1X PER 1 DAY 40 DAY
Body temperature increased CLOZAPINE S ORAL 100 MG 1X PER 1

DAY ; 125 MG 1X PER
1 DAY

 

Blood creatine phosphokinase increased METOPROLOL SUCCINATE C  
Incoherent  
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6052295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6052295 EXPEDITED (15-DAY) HO,DS,OT CHWYE532604APR06 64 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY ; 75 MG 1X PER 1
DAY ; 37.5 MG 1X PER
1 DAY

5 DAY

Myoclonus NORTRIPTYLINE
HYDROCHLORIDE

S ORAL 125 MG 1X PER 1
DAY ; 150 MG 1X PER
1 DAY ; 25 MG TO 100
MG PER DAY

 

Gait disturbance LITHIUM CARBONATE S ORAL 675 MG 1X PER 1
DAY ; 900 MG 1X PER
1 DAY ; 450 MG 1X
PER 1 DAY ; 675 MG
1X PER 1 DAY

4 DAY

Confusional state ACCUPRIL C  
Toxicity to various agents ZOLPIDEM TARTRATE C  
Urinary tract infection ZYPREXA C  
Agitation LORAZEPAM C  

CITALOPRAM C  
CIPRALEX C  
ESTRADERM C  

6052374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2006 6052374 EXPEDITED (15-DAY) Y HO HQWYE201205MAY06 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis toxic EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Coagulopathy  
Hepatitis acute  
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6013414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2006 6013414 EXPEDITED (15-DAY) Y OT HQWYE178907MAR06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deafness EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated  
Tinnitus  
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6044437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2006 6044437 EXPEDITED (15-DAY) N OT CA-
GLAXOSMITHKLINE-
A0605146A

43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aphonia PAXIL CR S ORAL 20MG Per day 11 MTH GLAXOSMITHKLINE
Burning sensation EFFEXOR S ORAL 75MG Per day 8 DAY
Alopecia  
Amnesia  
Asthenia  
Conjunctivitis  
Dry eye  
Fatigue  
Gingival swelling  
Headache  
Muscle spasms  
Myalgia  
Oedema  
Oropharyngeal pain  
Palpitations  
Pharyngeal oedema  
Rash papular  
Rosacea  
Thirst  
Tinnitus  
Tongue oedema  
Torticollis  
Tremor  
Varicose vein  
Vulvovaginal discomfort  
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6049407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2006 6049407 DIRECT Y HO 71 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL 37.5 MG BID PO  
Movement disorder TRAZODONE S ORAL 50 MG QHS PO  
Musculoskeletal stiffness RISPERIDONE C  
Incontinence  
Muscle rigidity  
Neuroleptic malignant syndrome  
Speech disorder  

6045227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2006 6045227 EXPEDITED (15-DAY) Y HO PHRM2006FR01516 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bronchopneumopathy TEGRETOL LP S ORAL 600 mg, QD 1131 DAY NOVARTIS
Alveolitis EFFEXOR S ORAL 100 mg, QD 704 DAY
Pericardial effusion DIHYDROERGOTAMINE

MESYLATE
S ORAL 2 DF daily 479 DAY

Hypoxia THERALENE C ORAL  
Pyrexia ATARAX C ORAL  
Chest X-ray abnormal CYAMEMAZINE C ORAL  
Chronic obstructive pulmonary disease VENTOLIN C UNK, PRN  
Pleural effusion PREDNISOLONE C UNK, PRN  
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6045482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2006 6045482 EXPEDITED (15-DAY) Y DS GB-
GLAXOSMITHKLINE-
B0416416A

69 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia PAROXETINE HYDROCHLORIDE S ORAL 310 DAY GLAXOSMITHKLINE
Bruxism VENLAFAXINE HYDROCHLORIDE S ORAL 244 DAY

MIRTAZAPINE S ORAL 45MG Per day 139 DAY
LAMOTRIGINE C ORAL 100MG Four times per

day
 GLAXOSMITHKLINE

CARBAMAZEPINE C ORAL 600MG At night 49 DAY
RISPERIDONE C ORAL 3MG Twice per day 342 DAY
TRIFLUOPERAZINE C ORAL 15MG At night 373 DAY GLAXOSMITHKLINE
ZOPICLONE C  
UNSPECIFIED INGREDIENT C  

6049667FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2006 6049667 DIRECT N OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 3 CAPSULES FOR A

TOTAL 225MG   ONCE
PER DAY  PO

 WYETH

Abnormal dreams  
Crying  
Diarrhoea  
Disorientation  
Mood swings  
Nausea  
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6053053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2006 6053053 EXPEDITED (15-DAY) Y HO,OT ITWYE606108MAY06 69 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
38 DAY

Face oedema DEPAKINE CRONO (VALPROATE
SODIUM)

C  

CABERGOLINE C  
CARVEDILOL C  
ANTACAL (AMLODIPINE
BESILATE)

C  

3913349FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2006 3913349 EXPEDITED (15-DAY) Y DE HQWYE332611FEB03 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest EFFEXOR XR S ORAL SEE IMAGE  
Fall ABILIFY S 15 MG 1X PER 1 DAY,  
Loss of consciousness ATIVAN S 1 MG 2X PER 1 DAY,  
Arteriosclerosis coronary artery SERZONE S 75 MG 1X PER 1 DAY,  
Cyanosis  
Drug dose omission  
Imprisonment  
Myocardial infarction  
Therapy change  
5992285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2006 5992285 EXPEDITED (15-DAY) Y HO 2006UW02751 23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction SEROQUEL S ORAL  ZENECA
Coma EFFEXOR S  

SOMA S  
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6046316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2006 6046316 EXPEDITED (15-DAY) N OT US-
GLAXOSMITHKLINE-
A0605234A

38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dementia WELLBUTRIN XL S ORAL 150MG Per day  GLAXOSMITHKLINE
Anger EFFEXOR XR S ORAL 75MG Per day  
Crying SYNTHROID C  GLAXOSMITHKLINE
Drug ineffective PREVACID C  
Irritability  
6053372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2006 6053372 EXPEDITED (15-DAY) OT HQWYE153003MAY06 57 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palmoplantar keratoderma EFFEXOR S 10 MTH
Dermatitis psoriasiform  
Hyperkeratosis  
Paronychia  
6055010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2006 6055010 EXPEDITED (15-DAY) N HO,OT 2006061742 37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression ZIPRASIDONE S ORAL 80 MG (40 MG, 2 IN 1

D), ORAL
 

Homicidal ideation ZYPREXA S  
Restlessness VENLAFAXINE HYDROCHLORIDE S  
Insomnia  
Self-injurious ideation  
Weight increased  
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6055089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2006 6055089 EXPEDITED (15-DAY) Y OT GBWYE593902MAY06 59 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Postmenopausal haemorrhage EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
2 WEEK

6055281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2006 6055281 EXPEDITED (15-DAY) Y HO 2006-142460-NL 41 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome MIRTAZAPINE S ORAL 30 MG/45 MG ORAL  
Headache VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG/150 MG/75 MG

ORAL
2 DAY

Dry mouth METHADONE HYDROCHLORIDE S ORAL 30 MG ORAL  
DIAZEPAM C  

6056392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2006 6056392 EXPEDITED (15-DAY) Y HO DEWYE606308MAY06 17 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL "A FISTFUL OF

TABLETS" (OVERDOS
E AMOUNT)

1 DAY

Somnolence AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 1 DAY

Tachycardia DICLOFENAC S ORAL 1 DAY
Suicide attempt IMIPRAMINE S ORAL 1 DAY
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Detailed Report
6047445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2006 6047445 EXPEDITED (15-DAY) Y DS US-
ABBOTT-06P-163-03326
09-00

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Joint swelling MERIDIA S ORAL 7 MTH
Dyspnoea VENLAFAXINE HYDROCHLORIDE S ORAL 5 MTH
Rash VENLAFAXINE HYDROCHLORIDE S 5 MTH
Blood pressure increased LEVOTHYROXINE SODIUM C ORAL  
6052052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2006 6052052 DIRECT Y HO,LT 78 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Body temperature increased ZYVOX S ORAL 600MG  BID  PO  
Unresponsive to stimuli EFFEXOR S ORAL 150 MG  DAILY  PO  
Tremor TRAZODONE HYDROCHLORIDE C  
Dyspnoea  
Respiratory rate increased  
Serotonin syndrome  
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6056333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2006 6056333 EXPEDITED (15-DAY) Y HO,OT CHWYE603905MAY06 82 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Asthenia CARBAMAZEPINE S ORAL 200 MG 3X PER 1 DAY
ORAL

 

Apathy METOCLOPRAMIDE S ORAL 10 MG 3X PER 1 DAY
ORAL

13 DAY

Herpes zoster TRAMADOL S ORAL SEE IMAGE 31 DAY
Anxiety ACETAMINOPHEN C  
Condition aggravated  
Diarrhoea  
Hyperreflexia  
Mental status changes  
Myoclonus  
Serotonin syndrome  
Tremor  
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5998150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2006 5998150 EXPEDITED (15-DAY) Y OT FRWYE377409FEB06 84 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Renal failure acute COLECALCIFEROL C  
Hypokalaemia CALCIUM CARBONATE C  
Antidepressant drug clearance decreased POLYETHYLENE GLYCOLS C  

EFFERALGAN CODEINE
(PARACETAMOL/CODEINE
PHOSPHATE)

C  

LEXOMIL (BROMAZEPAM) C  
INIPOMP (PANTOPRAZOLE) C  
POTASSIUM CHLORIDE C  
MICROLAX (SODIUM CITRATE/
SODIUM LAURYL
SULFOACETATE)

C  

ESIDRIX C  
6051897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2006 6051897 EXPEDITED (15-DAY) Y HO,OT GBWYE601004MAY06 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

DEPAKOTE 9VALPROATE
SEMISODIUM)

C  

6052303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2006 6052303 EXPEDITED (15-DAY) Y HO,OT ZAWYE597203MAY06 Male ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angina pectoris EFFEXOR XR S 75 MG 2 DAY
Blindness unilateral PERINDOPRIL ERBUMINE C  
Abdominal pain  
Headache  
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6055885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2006 6055885 EXPEDITED (15-DAY) N HO,DS,LT HQWYE206808MAY06 22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular fibrillation EFFEXOR XR S ORAL HIGH DOSE

FREQUENCY
UNSPECIFIED, ORAL

 

Hypoxic-ischaemic encephalopathy ADDERALL S ORAL DOSE AND
FREQUENCY
UNSPECIFIED, ORAL

 

Drug interaction WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

S ORAL HIGH DOSE
FREQUENCY
UNSPECIFIED, ORAL

 

6055931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2006 6055931 EXPEDITED (15-DAY) Y DE DSA_28120_2006 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall ATIVAN S ORAL 1 MG BID PO  
Cyanosis EFFEXOR XR S ORAL 150 MG Q DAY PO  
Cardio-respiratory arrest ABILIFY S ORAL 15 MG Q DAY PO  
Arteriosclerosis coronary artery SERZONE S UNKNOWN 75 MG Q DAY UNK  
Drug dose omission EFFEXOR XR S ORAL 375 MG Q DAY PO  
6056472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2006 6056472 EXPEDITED (15-DAY) Y OT DEWYE616311MAY06 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG  

DOXEPIN HYDROCHLORIDE S ORAL 50 MG  
DIACETYLMORPHINE S NASAL  
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6056474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2006 6056474 EXPEDITED (15-DAY) Y LT DEWYE618812MAY06 49 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombotic thrombocytopenic purpura VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY  
Blood bilirubin increased  
Blood lactate dehydrogenase increased  
Blood smear test abnormal  
Haemolytic uraemic syndrome  
White blood cell count increased  

6042677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2006 6042677 EXPEDITED (15-DAY) Y HO AU-BOEHRINGER
INGELHEIM
PHARMACEUTICALS,
INC.-2006-BP-05221AU

48 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis fulminant MOBIC S ORAL  BOEHRINGER INGELHEIM

METHOTREXATE S ORAL  ROXANE
ALPRAZOLAM S ORAL  ROXANE
ARAVA S ORAL  
ZYPREXA S ORAL  
PLAQUENIL S ORAL  
ARTANE S ORAL  
EFFEXOR S ORAL  
CLARITHROMYCIN S ORAL  ROXANE
FOLIC ACID C  
CENTRUM C  
OSTELIN 1000
(ERGOCALCIFEROL)

C  

NEXIUM C  
MONOPLUS C  
AMOXIL C  
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6048617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2006 6048617 EXPEDITED (15-DAY) Y DE CA-
JNJFOC-20060503122

Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest ACETAMINOPHEN\TRAMADOL

HYDROCHLORIDE
S 3 DAY

Serotonin syndrome ASA C  
Drug interaction CALCITRIOL C  

COLACE C  
DOMPERIDONE C  
ENTACAPONE C  
FUROSEMIDE C  
SINEMET C  
SINEMET C  
ADALAT C  
SEROQUEL C  
SENOKOT C  
TYLENOL C  
EFFEXOR XR S  

6053231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2006 6053231 DIRECT Y 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diplopia VENLAFAXINE S ORAL 75 MG BID PO  
Rash CLONAZEPAM C  
Dizziness CYCLOBENZAPINE HCL C  

HYDROCODONE 5 /
ACETAMINOPHEN 500 MG

C  

TRAMADOL HYDROCHLORIDE C  
VALPROIC ACID C  
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6049843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2006 6049843 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20060502967

81 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug eruption REMINYL S ORAL  

RISPERDAL S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
ZOPICLONE C ORAL  
POTASSIUM CHLORIDE C UNKNOWN  
RAMIPRIL C UNKNOWN  
HYDROCHLOROTHIAZIDE C UNKNOWN  

6050296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2006 6050296 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE111402MAY06 15 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE        ORAL  
Suicide attempt  
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6053385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2006 6053385 DIRECT N OT 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epistaxis EFFEXOR S ORAL 75MG    DAILY   PO 18 MTH WYETH AYERST
Alopecia  
Amnesia  
Confusional state  
Crying  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Flat affect  
Influenza like illness  
Irritability  
Libido decreased  
Migraine  
Mood swings  
Nightmare  
Paranoia  
Personality change  
Personality disorder  
Visual impairment  
Weight increased  
6056806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2006 6056806 EXPEDITED (15-DAY) Y HO,OT FRWYE626115MAY06 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Faecaloma EFFEXOR S ORAL ORAL  
Abdominal pain  
Constipation  
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6056813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2006 6056813 EXPEDITED (15-DAY) Y OT GBWYE376809FEB06 27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG ORAL  
Euphoric mood  
Serotonin syndrome  
6057136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2006 6057136 EXPEDITED (15-DAY) Y DS,OT HQWYE242610MAY06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S 150 MG 2X PER 1 DAY  
Dizziness EFFEXOR S 75 MG  
Fatigue CENESTIN C  
Retching FLEXERIL C  
Activities of daily living impaired  
Chills  
Decreased appetite  
Dry mouth  
Fear  
General physical health deterioration  
Hot flush  
Hyperhidrosis  
Impaired work ability  
Insomnia  
Medication residue present  
Mental disorder  
Panic attack  
Product quality issue  
Somnolence  
Stress  
Suicidal ideation  
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5816855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2006 5816855 EXPEDITED (15-DAY) Y HO SEWYE697926MAY05 40 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S ORAL SEE IMAGE 4 DAY
Electrocardiogram QT prolonged AMITRIPTYLINE

HYDROCHLORIDE
S ORAL 25 MG DAILY  

Pneumonia LITHIONIT        (LITHIUM
SULFATE)

C  

MOVICOL           (MACROGOL/
POTASSIUM CHLORIDE/SODIUM
BICARBONATE/SODIUM
CHLORIDE)

C  

OMEPRAZOLE C  
PROPAVAN
(PROPIOMAZINE MALEATE)

C  

BEHEPAN
(CYANCOBALAMIN)

C  

COMBIVENT C  
6058192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2006 6058192 EXPEDITED (15-DAY) OT GBWYE630717MAY06 52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ; 75 MG  
Agitation  
Anxiety  
Headache  
Influenza like illness  
Product quality issue  
Suicidal ideation  
Vomiting  
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6058572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2006 6058572 EXPEDITED (15-DAY) Y OT HQWYE349715MAY06 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swelling face EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Eye swelling SYNTHROID C  
Nasal congestion  
6058975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2006 6058975 EXPEDITED (15-DAY) Y HO,LT HQWYE299811MAY06 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic stroke EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

ZYPREXA C  
UNSPECIFIED INGREDIENT C  

6051226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2006 6051226 EXPEDITED (15-DAY) N OT US-
GLAXOSMITHKLINE-
B0424495A

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt BUPROPION S UNKNOWN  GLAXOSMITHKLINE
Suicidal behaviour VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Intentional self-injury FLUVOXAMINE C UNKNOWN  
Disinhibition  
Lethargy  
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6056081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2006 6056081 DIRECT Y OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stress at work EFFEXOR XR S ORAL 1 CAPSULE DAILY PO  
Condition aggravated SYNTHROID C  
Crying  
Drug withdrawal syndrome  
Fatigue  
Suicidal ideation  
6058659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2006 6058659 EXPEDITED (15-DAY) N OT HQWYE377817MAY06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S SEE IMAGE 1 MTH
Drug withdrawal syndrome  
Unevaluable event  
6060606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2006 6060606 DIRECT HO 63 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia HCTZ S ORAL 25 MG  1 Q DAILY  PO 6 MTH
Fatigue VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG   1 Q DAILY  PO 6 MTH
Hyponatraemia  
Ill-defined disorder  
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6060779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2006 6060779 EXPEDITED (15-DAY) Y DE T200600305 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse HYDROCODONE BITARTRATE

AND ACETAMINOPHEN
S ORAL ORAL  

Completed suicide VENLAFAXINE HYDROCHLORIDE S  
CARBAMAZEPINE S  

6027783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6027783 EXPEDITED (15-DAY) Y HO,DS HQWYE412220MAR06 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Hepatic enzyme increased TERBUTALINE SULFATE S ORAL "VARIABLE DOSE",
ORAL

 

Herpes simplex VALTREX S ORAL 500 MG 1X PER 1 DAY,
ORAL

 

Dyspepsia PRENATE 90 (DOCUSATE
SODIUM/MINERALS NOS/
VITAMINS NOS)

C  

Vulvovaginal mycotic infection ZANTAC C  
Ear pain TERAZOL (TERCONAZOLE) C  
Gestational diabetes CORTISPORIN

(HYDROCORTISONE ACETATE/
NEOMYCIN SULFATE/
POLYMYXIN B SULFATE)

C  

Acute fatty liver of pregnancy  
Caesarean section  
Exposure during breast feeding  
Hepatic steatosis  
Maternal exposure during pregnancy  
Premature labour  
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6055973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6055973 EXPEDITED (15-DAY) Y OT HQWYE258810MAY06 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated REBIF C  

BENICAR C  
HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

ATENOLOL (ATENOLOL) C  
UNSPECIFIED INGREDIENT C  
NEURONTIN C  

6058771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6058771 DIRECT Y HO 81 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, auditory EFFEXOR XR S ORAL 150 MG DAILY PO  
Hallucination, visual LOTREL C  
Urine odour abnormal ASPIRIN C  
Urosepsis LEVOFLOXACIN C  
Blood potassium decreased LEVOTHYROXINE C  
Electrocardiogram QT prolonged POTASSIUM C  
Condition aggravated  
Dementia  
Depression  
Electrocardiogram QT prolonged  
Mental status changes  
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6059900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6059900 EXPEDITED (15-DAY) N DE HQWYE410019MAY06 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
Toxicity to various agents UNSPECIFIED INGREDIENT S OVERDOSE AMOUNT  
Intentional overdose  
Potentiating drug interaction  
6059904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6059904 EXPEDITED (15-DAY) N DE HQWYE414519MAY06 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S SEE IMAGE  
Aggression  
Completed suicide  
Disinhibition  
Gun shot wound  
Head injury  
Obsessive thoughts  
Suicidal ideation  
6059909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6059909 EXPEDITED (15-DAY) Y DS,OT HQWYE394118MAY06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extrapyramidal disorder EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome  
6060008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6060008 EXPEDITED (15-DAY) Y OT HQWYE394718MAY06 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150 MG, ORAL  
Suicidal ideation MEMANTINE HYDROCHLORIDE S  
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6060020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6060020 EXPEDITED (15-DAY) OT NLWYE646023MAY06 30 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Aggression PARACETAMOL/CAFFEINE
(CAFFEINE/PARACETAMOL)

C  

YASMIN C  
6060680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6060680 EXPEDITED (15-DAY) OT HQWYE367317MAY06 2 DAY Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR S TRANSPLACENTAL 375 MG 1X PER 1 DAY

TRANSPLACENTAL
 

Dehydration  
Exposure during breast feeding  
Maternal exposure during pregnancy  
Neonatal disorder  
Neonatal tachypnoea  
Poor sucking reflex  
6060682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6060682 EXPEDITED (15-DAY) Y HO,OT HQWYE399018MAY06 52 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Depressed level of consciousness DURAGESIC S TRANSDERMAL 200 MCG PATCH
EVERY 3 DAYS
TRANSDERMAL

 

DILANTIN C  
ATIVAN C  
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6060709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6060709 EXPEDITED (15-DAY) Y HO SEWYE620815MAY06 34 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S ORAL ORAL  
Menstruation irregular ANAFRANIL S ORAL ORAL  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood alkaline phosphatase increased  
Blood bilirubin increased  
Blood creatinine increased  
Blood pressure increased  
Ejection fraction decreased  
Haemoglobin abnormal  
Oedema peripheral  
Pleural effusion  
Ventricular hypertrophy  
Vomiting  
Weight decreased  
6060735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6060735 EXPEDITED (15-DAY) Y HO DEWYE634918MAY06 29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 4 CAPSULES

(OVERDOSE AMOUNT
300 MG) ORAL

1 DAY

Fatigue LITHIUM CARBONATE S ORAL 15 TABLETS
(OVERDOSE AMOUNT
6750 MG) ORAL

1 DAY

Diarrhoea ZYPREXA S ORAL 4 TABLETS
(OVERDOSE AMOUNT
40 MG) ORAL

1 DAY

Drug abuser  
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6060785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6060785 EXPEDITED (15-DAY) Y DE T200600345 19 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHYLIN S ORAL ORAL  
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S  

ZOLPIDEM TARTRATE S  
6061438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6061438 EXPEDITED (15-DAY) Y OT NLWYE638519MAY06 Unknown NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Small for dates baby EFFEXOR XR S TRANSPLACENTAL  
Maternal exposure during pregnancy  
Poor weight gain neonatal  
6061813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6061813 EXPEDITED (15-DAY) Y DE T200600344 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METHYLIN S ORAL ORAL  

BUPROPION S  
VENLAFAXINE HYDROCHLORIDE S  

6064693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 6064693 EXPEDITED (15-DAY) Y OT B0424495A Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S  

Self injurious behaviour VENLAFAXINE HYDROCHLORIDE S  
Disinhibition FLUVOXAMINE C  
Lethargy  
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7331854FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2006 7331854 EXPEDITED (15-DAY) Y DE,HO DEWYE630317MAY06 55 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VENLAFAXINE HYDROCHLORIDE S  
Agitation PROMETHAZINE

HYDROCHLORIDE
S  

Asphyxia  
Condition aggravated  

6052929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2006 6052929 EXPEDITED (15-DAY) Y OT US-
GLAXOSMITHKLINE-
A0606874A

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous LAMOTRIGINE S ORAL 100MG per day  GLAXOSMITHKLINE
Karyotype analysis abnormal VENLAFAXINE HYDROCHLORIDE S 225MG per day  

GABITRIL S 8MG per day  
6059080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2006 6059080 EXPEDITED (15-DAY) Y DE USA-2006-0023883 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents OXYCODONE HYDROCHLORIDE S  
Substance abuse FENTANYL (FENTANYL) S  
Incorrect route of drug administration VENLAFAXINE S  
Intentional product misuse TEMAZEPAM S  

ALPRAZOLAM (ALPRAZOLAM) S  
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Detailed Report
6061369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-May-2006 6061369 EXPEDITED (15-DAY) Y DE T200600491 44 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest ACETAMINOPHEN

\PROPOXYPHENE NAPSYLATE
S ORAL ORAL  

Cardiac arrest VENLAFAXINE S  
Completed suicide PROPRANOLOL S  

6054461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2006 6054461 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0596982A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bradyphrenia WELLBUTRIN XL S ORAL 300MG Unknown 8 MTH GLAXOSMITHKLINE
Tremor EFFEXOR XR S ORAL 37.5MG Unknown  
Constipation  
Drug ineffective  
6054836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2006 6054836 EXPEDITED (15-DAY) Y HO 2006PK01139 29 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse SEROQUEL S ORAL 1 DAY ZENECA

SEROQUEL S ORAL 10 DAY ZENECA
SEROQUEL S ORAL 17 DAY ZENECA
SEROQUEL S ORAL  ZENECA
EFFEXOR S ORAL 3 DAY
EFFEXOR S ORAL 4 DAY
EFFEXOR S ORAL 5 DAY
EFFEXOR S ORAL 16 DAY
EFFEXOR S ORAL 6 DAY
EFFEXOR S ORAL 4 DAY
EFFEXOR S ORAL 2 DAY
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6054896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2006 6054896 EXPEDITED (15-DAY) Y OT 2006008950 29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser LITHIUM CARBONATE S ORAL 15TAB Single dose 1 DAY GLAXOSMITHKLINE
Fatigue VENLAFAXINE HYDROCHLORIDE S ORAL 4TAB Single dose 1 DAY
Diarrhoea ZYPREXA S ORAL 4TAB Single dose 1 DAY

6060918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2006 6060918 DIRECT N OT 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure abnormal EFFEXOR S SEVERAL  WYETH
Palpitations LORAZEPAM C  
Agitation  
Drug ineffective  
Drug withdrawal syndrome  
Dyspnoea  
Feeling abnormal  
Irritability  
Suicidal ideation  
6061801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2006 6061801 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic sinusitis EFFEXOR XR S ORAL 112.5MG   DAILY   PO 2 YR WYETH AYERST
Anxiety  
Drug withdrawal syndrome  
Migraine  
Nervous system disorder  
Palpitations  
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6065372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2006 6065372 DIRECT Y OT 62 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG QD AM PO  
6065427FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2006 6065427 EXPEDITED (15-DAY) Y HO DEWYE649224MAY06 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia VENLAFAXINE HYDROCHLORIDE S ORAL UNKNOWN

OVERDOSE AMOUNT
ORAL

1 DAY

Tachycardia AMITRIPTYLINE S ORAL UNKNOWN
OVERDOSE AMOUNT
ORAL

1 DAY

Sopor FLUPERLAPINE S ORAL UNKNOWN
OVERDOSE AMOUNT
ORAL

1 DAY

Miosis TRAMADOL HYDROCHLORIDE S ORAL 10 ML (OVERDOSE
AMOUNT 1000 MG),
ORAL

1 DAY

Intentional overdose TRAMADOL HYDROCHLORIDE S ORAL 5 TABLETS
(OVERDOSE AMOUNT
500 MG), ORAL

1 DAY

6061866FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2006 6061866 DIRECT Y HO,OT 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect dose administered VENLAFAXINE HYDROCHLORIDE S ORAL 225MG PO BID  
Serotonin syndrome FLUOXETINE S ORAL 60MG PO QAM  
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Detailed Report
6063014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2006 6063014 DIRECT Y RI 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia VENLAFAXINE S ORAL 37.5 1X/DAY ORAL  WYETH AYERST
6064488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2006 6064488 EXPEDITED (15-DAY) Y DS,OT 2006037329 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation LYRICA S ORAL 50 MG (50 MG, 1 IN 1

D), ORAL
 

Myalgia ZOLOFT S 50 MG (DAILY)  
Photosensitivity reaction NEURONTIN S  
Rash EFFEXOR S  
Pigmentation disorder ELAVIL S  
Oedema DEPAKOTE S  
Oedema peripheral AMITRIPTYLINE

HYDROCHLORIDE
C  

Pain in extremity ALOMIDE (LODOXAMIDE) C  
Poor quality sleep ESTRACE C  
Neuralgia ACCOLATE C  
Neuropathy peripheral PROVERA C  
Bronchial hyperreactivity PRILOSEC C  
Bronchitis PERCOCET C  
Candida infection VALIUM C  
Increased upper airway secretion ALAMAST (PEMIROLAST

POTASSIUM)
C  

Fibromyalgia CALTRATE C  
Musculoskeletal stiffness VITAMINS C  
Asthma VITAMIN B COMPLEX C  
Drug dose omission ESTER-C (CALCIUM

ASCORBATE)
C  

Cough ALLEGRA C  
Nodule GUAIFENEX LA (GUAIFENESIN) C  
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Detailed Report
6064488
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain ZANTAC C  
Thirst DARVOCET-N 100 C  
Diarrhoea IMITREX (SUMATRIPAN

SUCCINATE)
C  

Nausea SALINEX NASAL MIST (SODIUM
CHLORIDE)

C  

Abdominal pain upper NASONEX C  
Hypoaesthesia CLIMARA C  
Fatigue MIRALAX C  
Depressed level of consciousness METAMUCIL C  
Drug intolerance FLOVENT (FLUTICASONE

PROPIOANTE)
C  

Paralysis ALBUTEROL (SALBUTAMOL) C  
Eye pain TOPAMAX C  
Tinnitus TESSALON C  
Depression TETRACYCLINE C  
Memory impairment NYSTATIN C  
Thyroid neoplasm FLEXERIL C  
Alopecia  
Cardiac murmur  
Drug effect decreased  
Eye disorder  
Hypersensitivity  
Migraine  
Nasal congestion  
Overweight  
Respiratory disorder  
Weight increased  
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Detailed Report
5970156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2006 5970156 EXPEDITED (15-DAY) Y HO FR-2006-000540 78 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise SOTALOL HYDROCHLORIDE S ORAL 160 MG/D, 1X/DAY,

ORAL
 

Decreased appetite DITROPAN S ORAL 1.5 DOSES/DAY, ORAL  
Asthenia EFFEXOR S 50 MG/D  
Gait disturbance MOLSIDOMINE C  
CSF protein increased NEXIUM C  

TRANXENE T-TAB C  
HYDROCORTISONE C  
FLUINDIONE C  
ASPIRIN LYSINE C  

6062509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2006 6062509 DIRECT N HO,OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75MG 3XDAY PO 6 YR
Nervousness EFFEXOR XR C  
Balance disorder  
Drug dependence  
Irritability  
Psychomotor hyperactivity  
Suicidal ideation  
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Detailed Report
6069271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2006 6069271 EXPEDITED (15-DAY) Y OT GXKR2006GR02914 35 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer in situ PAROXETINE HYDROCHLORIDE S ORAL 20 MG, QD, ORAL  
Breast hyperplasia VENLAFAXINE S ORAL 75 MG,  QD, ORAL  
Breast calcifications  
Breast pain  

4120815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 4120815 EXPEDITED (15-DAY) Y OT NLWYE572610FEB04 55 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crohn's disease EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
36 DAY

Condition aggravated BUDESONIDE C  
Gastrointestinal haemorrhage MESALAMINE C  

CETIRIZINE
(CETIRIZINE)

C  
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Detailed Report
5845453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 5845453 EXPEDITED (15-DAY) Y HO,OT US-BRISTOL-MYERS
SQUIBB
COMPANY-13044078

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism CETUXIMAB S INTRAVENOUS Init tx:02-Jun-05 400 mg/

m2/act dose:800 mg.
Actual dose this inf:
500mg/tot this course =
1500 mg.

 

Diarrhoea CISPLATIN S INTRAVENOUS Initiated 02-June-2005
60 mg/reduced to level 1
due to fatigue/50 mg 23-
Jun & 30 Jun.

 BRISTOL MYERS SQUIBB

Fatigue EFFEXOR S ORAL  
Dyspnoea LEXAPRO S ORAL  
Constipation PREVACID S  

PROPOXYPHENE
HYDROCHLORIDE

S  

XANAX S ORAL  
KLONOPIN C  
WELLBUTRIN C ORAL  
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Detailed Report
6022715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6022715 EXPEDITED (15-DAY) Y HO,OT HQWYE441720JAN06 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Hepatitis COLACE C  
Pancreatitis SYNTHROID C  

FLEXERIL C  
WARFARIN (WARFARIN) C  
NEURONTIN C  
VIVELLE C  
TYLENOL (PARACETAMOL) C  

6056459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6056459 EXPEDITED (15-DAY) Y DE,OT GB-BRISTOL-MYERS
SQUIBB
COMPANY-13384821

44 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis coronary artery NEFAZODONE HYDROCHLORIDE S  BRISTOL MYERS SQUIBB
Cardio-respiratory arrest ABILIFY S  
Fall EFFEXOR XR S ORAL  

ATIVAN S  
6067896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6067896 EXPEDITED (15-DAY) Y OT HQWYE556830MAY06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S 150 MG  
Incoherent  
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Detailed Report
6068323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6068323 EXPEDITED (15-DAY) Y HO DEWYE646323MAY06 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PER DAY ORAL;

SEE IMAGE
1 DAY

TRANYLCYPROMINE SULFATE
\TRIFLUOPERAZINE
HYDROCHLORIDE

S ORAL 10 MG PER DAY ORAL 15 DAY

6068340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6068340 EXPEDITED (15-DAY) Y HO DEWYE640822MAY06 65 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence VENLAFAXINE HYDROCHLORIDE S ORAL ORAL 1 DAY
Accidental exposure to product BENPERIDOL S ORAL 4 TABLETS (DAILY

DOSE 40 MG) ORAL
1 DAY

Incorrect dose administered LORAZEPAM S ORAL 2 TABLETS (DAILY
DOSE 1 MG) ORAL

1 DAY

CHLORPROTHIXENE
HYDROCHLORIDE

S ORAL 4 TABLETS ORAL 1 DAY

ZYPREXA S ORAL ORAL 1 DAY
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Detailed Report
6068746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6068746 EXPEDITED (15-DAY) Y HO,OT HQWYE547725MAY06 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S SEE IMAGE 2 DAY
Asthenia ESCITALOPRAM OXALATE S 10 MG 1X PER 1 DAY 2 DAY
Pallor METHYLPHENIDATE S 10 MG (2 DOSES),

GIVEN 3 HOURS
APART

 

Chest pain MIRTAZAPINE (MIRTAZAPINE) S 15 MG 1X PER 1 DAY 3 DAY
Lethargy TRAZODONE HYDROCHLORIDE S 100 MG 1X PER 1 DAY 6 DAY
Drug interaction LAMOTRIGINE C  
Pharyngeal erythema GABAPENTIN C  
Blood catecholamines increased  
Drug intolerance  
6069033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6069033 EXPEDITED (15-DAY) Y HO GBWYE666930MAY06 70 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL ORAL  
Dystonia MIRTAZAPINE S ORAL 45MG ORAL 139 DAY
Anxiety PAROXETINE S ORAL ORAL 310 DAY
Bruxism LAMOTRIGINE C  

CARBAMAZEPINE C  
RISPERIDONE (RISPERIDONE) C  
TRIFLUOPERAZINE C  
ZOPICLONE C  
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Detailed Report
6069257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6069257 EXPEDITED (15-DAY) Y HO HQWYE510223MAY06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR S ORAL SEE IMAGE  
Nausea REBIF S  
Drug interaction  
Dysphagia  
6069366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2006 6069366 EXPEDITED (15-DAY) Y OT GBWYE653625MAY06 39 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S RANGE OF DOSES

BETWEEN 75MG AND
300MG

 

Hypertension  

5669271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2006 5669271 EXPEDITED (15-DAY) Y OT HQWYE530405OCT04 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy ZYRTEC C  
Gestational hypertension UNSPECIFIED INGREDIENT C  
Pulmonary oedema  
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5943107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2006 5943107 EXPEDITED (15-DAY) N HO,LT,OT HQWYE788001DEC05 76 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL; SEE
IMAGE

 

Blood pressure systolic increased FOSAMAX C  
Dizziness LEVSIN (HYOSCYAMINE

SULFATE)
C  

Balance disorder ZYBAN C  
6058121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2006 6058121 EXPEDITED (15-DAY) Y OT GBWYE619312MAY06 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL REDUCING DOSE

UNSPECIFIED; 75MG
 

Decreased appetite  
Diarrhoea  
Dizziness  
Histrionic personality disorder  
Loss of libido  
Motion sickness  
Nausea  
Obsessive thoughts  
Suicidal ideation  
Tremor  
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Detailed Report
6068259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2006 6068259 EXPEDITED (15-DAY) Y DE,HO HQWYE564730MAY06 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Acute respiratory distress syndrome ABILIFY C  
Maternal exposure before pregnancy  
Respiratory failure  
6069577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2006 6069577 EXPEDITED (15-DAY) Y DE DSA_70908_2006 27 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetic ketoacidosis METHADONE HYDROCHLORIDE S DF  
Toxicity to various agents VENLAFAXINE HYDROCHLORIDE S DF  
Foreign body  
Nephropathy  
Treatment noncompliance  
6070021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2006 6070021 EXPEDITED (15-DAY) OT 2006-DE-02691GD 34 YR Female

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective MIRTAZAPINE (MIRTAZAPINE) S 30 MG  

VENLAFAXINE S 225 MG  
ALPRAZOLAM (ALPRAZOLAM) C  
TEMAZEPAM C  
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6070064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2006 6070064 EXPEDITED (15-DAY) OT 2006-DE-02694GD 40 YR Female

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No therapeutic response MIRTAZAPINE (MIRTAZAPINE) S 30 MG  

VENLAFAXINE S 225 MG  
DIAZEPAM (DIAZEPAM) C  

6070105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jun-2006 6070105 EXPEDITED (15-DAY) Y HO,OT FRWYE663430MAY06 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bronchopneumonia EFFEXOR S ORAL 100 MG TOTAL DAILY

ORAL
704 DAY

Hypoxia DIHYDROERGOTAMINE
MESYLATE

S ORAL 10 MG TOTAL DAILY
ORAL

479 DAY

Alveolitis TEGRETOL XR S ORAL 600 MG TOTAL DAILY
ORAL

1131 DAY

Pleural effusion TRIMEPRAZINE TARTRATE C  
Pericardial effusion ATARAX C  
Chronic obstructive pulmonary disease VENTOLIN C  

PREDNISOLONE C  
CYAMEMAZINE C  

5669263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2006 5669263 EXPEDITED (15-DAY) Y HO,LT,CA HQWYE432929SEP04 22 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Small for dates baby PREVACID C  
Hypotonia neonatal ZYRTEC C  
Apnoea neonatal BENADRYL C  
Bradycardia neonatal LABETALOL C  
Aspiration  
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Detailed Report
5669263
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bronchomalacia  
Cardio-respiratory arrest neonatal  
Chondrodystrophy  
Congenital myopathy  
Developmental delay  
Dysphagia  
Eating disorder  
Electrocardiogram T wave abnormal  
Exposure during breast feeding  
Gastrooesophageal reflux disease  
Haematocrit decreased  
Hypochondroplasia  
Laryngomalacia  
Loss of consciousness  
Mastication disorder  
Myoclonus  
Myotonic dystrophy  
Neonatal disorder  
Neonatal hyponatraemia  
Neonatal respiratory failure  
Platelet count decreased  
Psychomotor skills impaired  
Respiratory rate increased  
Sleep apnoea syndrome  
Snoring  
Tracheomalacia  
White blood cell count decreased  
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6024180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2006 6024180 EXPEDITED (15-DAY) Y HO,DS GBWYE499922MAR06 58 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S ORAL 75 MG 2X PER 1 DAY

ORAL
15 DAY

Bone marrow myelogram abnormal UNSPECIFIED INGREDIENT C  
Condition aggravated  
Extrapyramidal disorder  
6060998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2006 6060998 EXPEDITED (15-DAY) OT SE-
AVENTIS-200221906GD
DC

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation DESIPRAMINE HYDROCHLORIDE S dose: UNK  AVENTIS
Tachycardia ALTACE S dose: UNK  
Malaise PROPRANOLOL S dose: UNK  
Pain NORVASC S  
Myalgia ZOLOFT S dose: UNK  
Nervousness MONOPRIL S  
Tremor HYDROCHLOROTHIAZIDE S dose: UNK  
Hyperhidrosis COZAAR S  
Headache AVAPRO S  
Skin disorder AMITRIPTYLINE S dose: UNK  
Memory impairment PAXIL S dose: UNK  
Fatigue EFFEXOR S dose: UNK  
Somnolence BUSPAR S dose: UNK  
Disturbance in attention  
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6058570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2006 6058570 EXPEDITED (15-DAY) Y OT HQWYE298311MAY06 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breech delivery EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Beta haemolytic streptococcal infection  
Caesarean section  
Complication of delivery  
Maternal exposure during pregnancy  
6070639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2006 6070639 EXPEDITED (15-DAY) Y DS FRWYE680002JUN06 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parapsoriasis EFFEXOR XR S ORAL 150 MG TOTAL DAILY

ORAL A FEW DAYS
 

6072081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2006 6072081 EXPEDITED (15-DAY) Y HO FRWYE681802JUN06 22 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
32 DAY

Loss of consciousness OXAZEPAM C  
Amnesia  
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6058970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2006 6058970 EXPEDITED (15-DAY) Y HO HQWYE352116MAY06 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breech presentation EFFEXOR XR S TRANSPLACENTAL 300 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Apgar score low  
Apnoea neonatal  
Body temperature decreased  
Bradycardia neonatal  
Caesarean section  
Exposure during breast feeding  
Feeding disorder neonatal  
Floppy infant  
Grunting  
Maternal exposure during pregnancy  
Neonatal disorder  
Neonatal respiratory distress syndrome  
Oxygen saturation decreased  
Pallor  
Poor weight gain neonatal  
Sepsis neonatal  
Somnolence neonatal  
6063151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2006 6063151 EXPEDITED (15-DAY) N DE NO-
GLAXOSMITHKLINE-
B0426986A

53 YR Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death LAMICTAL S 100MG per day  GLAXOSMITHKLINE

REMERON S 30MG Per day  
EFFEXOR S  
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6067530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2006 6067530 DIRECT Y OT 68 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis EFFEXOR XR S ORAL 75 MG BID PO  
Disease recurrence  
6067567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2006 6067567 DIRECT N LT,OT 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE  
Incoherent  
Suicidal ideation  
6068157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2006 6068157 DIRECT N 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased PAXIL S 3 YR
Self esteem decreased EFFEXOR S  
Disturbance in attention  
Frequent bowel movements  
Lactose intolerance  
Night sweats  
Paraesthesia  
Social phobia  
Suicidal ideation  
Tremor  
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6072975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2006 6072975 EXPEDITED (15-DAY) Y OT GBWYE635618MAY06 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block right EFFEXOR S 75 MG 1X PER 1 MTH  
Bundle branch block left  
QRS axis abnormal  
Supraventricular extrasystoles  
6073044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2006 6073044 EXPEDITED (15-DAY) Y OT HQWYE638701JUN06 34 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen positive EFFEXOR XR S ORAL 150 MG  

ZANTAC C  
ACETAMINOPHEN C  
IBUPROFEN C  

6073068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2006 6073068 EXPEDITED (15-DAY) Y OT CHWYE673231MAY06 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL SEE IMAGE 1 DAY
Derealisation TRIMIPRAMINE S 1 DOSE 2X PER 1 DAY 1 DAY
Depersonalisation  
Discomfort  
Fear  
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6056817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2006 6056817 EXPEDITED (15-DAY) Y HO,OT DEWYE630017MAY06 17 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 10 CAPSULES

(OVERDOSE AMOUNT
750 MG) ORAL

1 DAY

Nystagmus ALCOHOL (ETHANOL) S ORAL 200 ML (40-<45 %)
ORAL

1 DAY

Fatigue LORAZEPAM S ORAL 3 TABLETS
(OVERDOSE AMOUNT
3 MG)   ORAL

1 DAY

Drug level below therapeutic  
Mydriasis  
Suicide attempt  
6069214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2006 6069214 EXPEDITED (15-DAY) Y HO S06-FRA-02174-01 79 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hydrocephalus MEMANTINE HYDROCHLORIDE S ORAL 10 MG BID PO  
Abnormal behaviour MEMANTINE HYDROCHLORIDE S ORAL 10 MG QD PO  
Memory impairment EFFEXOR S ORAL 75 MG QD PO  
Disorientation REMINYL C  
Fall  
Gait disturbance  
Incontinence  
6073081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2006 6073081 EXPEDITED (15-DAY) Y OT B0426809A 35 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast pain PAXIL S 20 MG / PER DAY  
Breast calcifications VENLAFAXINE HYDROCHLORIDE S 75 MG /ER DAY  
Breast cancer in situ  
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6073268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2006 6073268 EXPEDITED (15-DAY) Y DE SEWYE712809JUN06 53 YR Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG IN THE

MORNING AND 75 MG
IN THE EVENING;
ORAL

 

LAMICTAL S  
REMERON S 30 MG 1X PER 1 DAY;  

6073276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2006 6073276 EXPEDITED (15-DAY) Y HO,OT FRWYE691906JUN06 43 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR S ORAL 50 MG 1X PER 1 DAY;

ORAL; 100 MG, TOTAL
DAILY; ORAL (SEE
IMAGE)

 

Treatment noncompliance CYAMEMAZINE C  
OXAZEPAM C  

6073370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2006 6073370 EXPEDITED (15-DAY) Y DE,HO HQWYE641701JUN06 41 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL; 75 MG 1X PER 1
DAY, ORAL

29 DAY

Brain oedema ZYBAN C  
Brain death CARBOLITHIUM (LITHIUM

CARBONATE)
C  

Condition aggravated ATENOLOL (ATENOLOL) C  
Cerebrovascular accident  
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5988522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2006 5988522 EXPEDITED (15-DAY) Y OT CHWYE350131JAN06 62 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S ORAL SEE IMAGE  
Hyposmia SURMONTIL C  
Condition aggravated  
Flatulence  
6074662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2006 6074662 EXPEDITED (15-DAY) Y DE 2006-143685-NL 53 YR Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death MIRTAZAPINE S 30 MG  

VENLAFAXINE HYDROCHLORIDE S  
LAMOTRIGINE S 50 MG BID  

6074873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2006 6074873 EXPEDITED (15-DAY) Y HO HQWYE906605JUN06 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR S ORAL ORAL  
Drug withdrawal syndrome UNSPECIFIED INGREDIENT S ORAL 1 CAPSULE 1X PER 1

DAY, ORAL
 

Bipolar disorder ATENOLOL (ATENOLOL) C  
IBUPROFEN (IBUPROFEN) C  
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6075241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2006 6075241 EXPEDITED (15-DAY) Y HO DEWYE676801JUN06 17 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL 7 TABLETS

(OVERDOSE AMOUNT
262,5 MG) ORAL

1 DAY

Nausea ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

S ORAL 6 TABLETS
(OVERDOSE AMOUNT
3000 MG) ORAL

1 DAY

Intentional overdose IBUPROFEN (IBUPROFEN) S ORAL 6-7 TABLETS ORAL 1 DAY
Suicide attempt  
6109471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2006 6109471 EXPEDITED (15-DAY) Y HO,OT FRWYE612709MAY06 92 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S ORAL 50 OR 75 MG TOTAL

DAILY
1 YR

Hypertension UNSPECIFIED DIURETIC C ORAL  
Condition aggravated UNSPECIFIED INGREDIENT C  
Hyponatraemia  

5999001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 5999001 EXPEDITED (15-DAY) Y DE,OT GB-BRISTOL-MYERS
SQUIBB
COMPANY-13296090

38 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose ABILIFY S ORAL  
Cardiac disorder EFFEXOR S  
Drug interaction  
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6065789FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 6065789 EXPEDITED (15-DAY) N DE US-
JNJFOC-20060602383

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death TRAMADOL HYDROCHLORIDE S  
Drug interaction EFFEXOR S  
6069493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 6069493 DIRECT Y OT 21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blister EFFEXOR XR S  
6069541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 6069541 DIRECT Y HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 150MG  DAILY  PO  

NEXIUM C  
6069563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 6069563 DIRECT Y 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR XR S ORAL PO  WYETH
Delusion  
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6075124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 6075124 EXPEDITED (15-DAY) Y HO SEWYE721313JUN06 62 YR Unknown DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG DAILY ORAL;

300 MG, DAILY
 

Eye disorder ANAFRANIL C  
Blood pressure increased REMERON C  

LITAREX (LITHIUM CITRATE) C  
6075128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 6075128 EXPEDITED (15-DAY) HO HQWYE042408JUN06 48 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S 150 MG 1X PER 1 DAY;

150 MG 1X PER 1 DAY
 

Irritability VALPROATE SODIUM
(VALPROATE SODIUM)

S 700 MG 1X PER 1 DAY  

Drug hypersensitivity  
Drug ineffective  
Feeling of despair  
Feelings of worthlessness  
Hepatitis  
Hypomania  
Logorrhoea  
Mood swings  
Pancytopenia  
Pharyngitis  
Pneumonitis  
Psychomotor hyperactivity  
Rash generalised  
Rash maculo-papular  
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6075162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 6075162 EXPEDITED (15-DAY) Y OT GBWYE702408JUN06 Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Altered visual depth perception EFFEXOR XR S 75MG  
6075247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2006 6075247 EXPEDITED (15-DAY) HO NLWYE717212JUN06 74 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hip fracture EFFEXOR XR S 75 MG 2X PER 1 DAY  
Cerebrovascular accident MORPHINE S  
Insomnia PRAXITEN PLIVA (OXAZEPAM)

(OXAZEPAM)
C  

Hallucination SINEMET C  
Confusional state NITRAZEPAM C  

5886814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2006 5886814 EXPEDITED (15-DAY) Y DE,HO 2005AC01491 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide SEROQUEL S  ZENECA
Toxicity to various agents AMANTADINE S  
Convulsion VENLAFAXINE HYDROCHLORIDE S  
Visceral oedema NORVENLAFAXINE S  

PHENYTOIN S  
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6067026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jun-2006 6067026 EXPEDITED (15-DAY) Y DE 2006AC01102 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide SEROQUEL S ORAL  ZENECA
Toxicity to various agents CODEINE S  
Pulmonary congestion ACETAMINOPHEN S  
Brain oedema CARBAMAZEPINE S  
Cerebral arteriosclerosis VENLAFAXINE HYDROCHLORIDE S  
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6028484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2006 6028484 EXPEDITED (15-DAY) Y HO,DS HQWYE555028MAR06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Caesarean section ATIVAN S 0.5 MG/KG X DOSES  
Agitation neonatal  
Blood bilirubin increased  
Diaphragmatic disorder  
Drug ineffective  
Drug withdrawal syndrome neonatal  
Foetal distress syndrome  
Hyperacusis  
Hyperaesthesia  
Irritability  
Joint hyperextension  
Muscle rigidity  
Muscle spasms  
Nasal flaring  
Neonatal disorder  
Neonatal tachypnoea  
Nervous system disorder  
Photophobia  
Poor sucking reflex  
Rebound effect  
Restlessness  
Toxicity to various agents  
Vomiting projectile  
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6045330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2006 6045330 EXPEDITED (15-DAY) Y OT NLWYE585027APR06 51 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR XR S ORAL SEE IMAGE  
Atrioventricular block complete REMERON C  
Haemoglobin decreased REMERON C  

ASCAL (ACETYLSALICYLATE
CALCIUM)

C  

LIPITOR C  
6045725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2006 6045725 EXPEDITED (15-DAY) Y OT HQWYE873919APR06 74 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
159 DAY

VITAMIN D (ERGOCALCIFEROL) C  
SENOKOT C  

6073056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2006 6073056 EXPEDITED (15-DAY) HO GBWYE602405MAY06 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S  
Personality change  
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6076679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2006 6076679 EXPEDITED (15-DAY) Y HO DEWYE716812JUN06 17 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression VENLAFAXINE HYDROCHLORIDE S ORAL 20 CAPSULES

(OVERDOSE AMOUNT
3000 MG) ORAL

1 DAY

Tachycardia CYMBALTA S ORAL 28 TABLETS (1680 MG)
ORAL

1 DAY

Mydriasis TRIMIPRAMINE S ORAL 20 TABLETS
(OVERDOSE AMOUNT
2000 MG) ORAL

1 DAY

Blood creatine phosphokinase increased  
Intentional overdose  
Suicide attempt  

6072994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2006 6072994 EXPEDITED (15-DAY) Y LT,OT HQWYE032208JUN06 40 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;

SEE IMAGE
 

Condition aggravated PERINDOPRIL ERBUMINE C  
NORVASC C  
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6077651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2006 6077651 EXPEDITED (15-DAY) Y DE,OT USA-2006-0024453 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose OXYCODONE HYDROCHLORIDE S UNKNOWN UNK  
Drug dependence OXYMORPHONE

HYDROCHLORIDE
S UNKNOWN UNK  

Depression HYDROCODONE
(HYDROCODONE)

S UNKNOWN UNK  

Paranoia ACETAMINOPHEN
(PARACETAMOL)

S UNKNOWN UNK  

Cardiomegaly AMITRIPTYLINE
HYDROCHLORIDE

S UNKNOWN UNK  

Arteriosclerosis coronary artery VENLAFAXINE S UNKNOWN UNK  
Asthma  
Brain oedema  
Cardiac disorder  
Completed suicide  
Emphysema  
Haemorrhage subcutaneous  
Pulmonary oedema  
Toxicity to various agents  
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6041990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2006 6041990 EXPEDITED (15-DAY) Y HO,DS,OT DSA_27958_2006 2 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy ATIVAN S ORAL 0.5 MG/KG PRN PO  
Caesarean section EFFEXOR XR S TRANSPLACENTAL 150 MG Q DAY TRAN-P  
Agitation neonatal  
Aspiration  
Diarrhoea neonatal  
Drug effect decreased  
Drug withdrawal syndrome neonatal  
Feeding disorder neonatal  
Foetal distress syndrome  
Hyperaesthesia  
Hyporeflexia  
Irritability  
Joint hyperextension  
Laryngeal disorder  
Muscle rigidity  
Muscle spasms  
Nasal flaring  
Nervous system disorder  
No therapeutic response  
Photophobia  
Poor sucking reflex  
Rebound effect  
Restlessness  
Tachypnoea  
Tremor neonatal  
Vomiting projectile  
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6077684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2006 6077684 EXPEDITED (15-DAY) Y DS GBWYE697807JUN06 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR S ORAL SEE IMAGE  
Drug withdrawal syndrome SALBUTAMOL C  
Hypervigilance BECONASE AQ C  
Psychomotor hyperactivity NASONEX C  
Feeling abnormal  
Paraesthesia  

6059490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2006 6059490 EXPEDITED (15-DAY) Y DS,OT HQWYE395818MAY06 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary hypertension EFFEXOR XR S ORAL SEE IMAGE  
Weight increased WELLBUTRIN XL S 300 MG 1X PER 1 DAY  

UNSPECIFIED INGREDIENT C  
6078193FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2006 6078193 EXPEDITED (15-DAY) Y OT HQWYE258319JUN06 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  

QUETIAPINE FUMARATE C  
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6079108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2006 6079108 EXPEDITED (15-DAY) N DE HQWYE233515JUN06 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR XR S ORAL SEE IMAGE  
Asphyxia  
Completed suicide  
Crying  
Euphoric mood  
Flat affect  
Social avoidant behaviour  
6079138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2006 6079138 EXPEDITED (15-DAY) Y DE,HO HQWYE298220JUN06 84 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrolyte imbalance EFFEXOR XR S ORAL  
Diarrhoea DURAGESIC S "HIGH DOSES"  
Hypokalaemia FORTEO S 20 UG 1X PER 1 DAY  
Hypomagnesaemia LASIX C  
Hypoglycaemia COLCHICUM C  
Aspartate aminotransferase increased TYLENOL (PARACETAMOL) C  
Asthenia PLAVIX C  
Hypophagia ALLOPURINOL C  
Abdominal pain upper FOSAMAX C  
Jaundice LOSEC (OMEPRAZOLE) C  
Blood bilirubin increased  
Constipation  
Dehydration  
Hypotension  
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6079145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2006 6079145 EXPEDITED (15-DAY) N HO HQWYE233015JUN06 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL SEE IMAGE  
Weight increased ZONEGRAN C  
Anger  
Anhedonia  
Anxiety  
Blood pressure increased  
Drug withdrawal syndrome  
Feeling abnormal  
Mental disorder  
Night sweats  
Paraesthesia  
6079226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2006 6079226 EXPEDITED (15-DAY) HO HQWYE258819JUN06 72 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction EFFEXOR XR S ORAL SEE IMAGE  
Accidental overdose  
Dizziness  
Drug dose omission  
Headache  
Incorrect dose administered  
Nausea  
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6075253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2006 6075253 EXPEDITED (15-DAY) Y HO L06-USA-02193-01 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome ESCITALOPRAM OXALATE S 10 MG QD  
Drug interaction METHYLPHENIDATE

HYDROCHLORIDE
S 10 MG BID  

Pyrexia VENLAFAXINE HYDROCHLORIDE S 75 MG QD  
Hallucination VENLAFAXINE HYDROCHLORIDE S 150 MG QD  
Hyperventilation VENLAFAXINE HYDROCHLORIDE S 225 MG QD  
Lethargy LAMOTRIGINE C  
Dizziness GABAPENTIN C  
Labile blood pressure TRAZODONE HYDROCHLORIDE C  
Muscle rigidity MIRTAZAPINE C  
Asthenia  
Chest pain  
Confusional state  
Fall  
Flushing  
Pain  
Pallor  
Pharyngeal erythema  
Tremor  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5854933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 5854933 EXPEDITED (15-DAY) HO,OT HQWYE411822JUL05 86 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia VENLAFAXINE S ORAL SEE IMAGE 7 DAY
Hypochloraemia NIFEDIPINE C  
Hypoproteinaemia IFENPRODIL TARTRATE C  
Hypokalaemia BROTIZOLAM (BROTIZOLAM) C  

ALOSENN (ACHILLEA/RUBIA
FOOT TINCTURE/SENNA FRUIT/
SENNA LEAF/TARAXACUM
OFFICINALE)

C  

CAMOSTAT MESILATE
(CAMOSTAT MESILATE)

C  

MILTAX (KETOPROFEN) C  
SANCOBA (CYANOCOBALAMIN) C  
RYTHMODAN (DISOPYRAMIDE) C  
FAMOTIDINE (FAMOTIDINE) C  
NEUER (CETRAXATE
HYDROCHLORIDE)

C  

AZUNOL (SODIUM GUALENATE) C  
STICK ZENOL (CAMPHOR/
DIPHENHYDRAMINE/METHYL
SALICYLATE/PEPPERMINT OIL/
THYMOL)

C  

SECTOR (KETOPROFEN) C  
HACHIAZULE (SODIUM
BICARBONATE/SODIUM
GUALENATE)

C  

LACTOSE (LACTOSE) C  
LECICARBON (POTASSIUM
BITARTRATE/SODIUM
BICARBONATE)

C  

GENTACIN (GENTAMICIN
SULFATE)

C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5862103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 5862103 EXPEDITED (15-DAY) Y HO,OT GBWYE874001AUG05 < 1 DAY Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation neonatal EFFEXOR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Drug withdrawal syndrome neonatal ERYTHROMYCIN
(ERYTHROMYCIN)

C  

Blood glucose decreased  
Feeding disorder of infancy or early childhood  
Irritability  
Maternal exposure during pregnancy  
Premature baby  
Ultrasound skull abnormal  
6051882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6051882 EXPEDITED (15-DAY) Y DE,HO GBWYE603405MAY06 40 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Cardiac arrest PHENELZINE S  
Feeling hot  
Heart rate irregular  
Medication error  
Serotonin syndrome  
6068434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6068434 EXPEDITED (15-DAY) HO,OT CHWYE642722MAY06 29 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR S ORAL SEE IMAGE 3 DAY
Drug interaction SEROQUEL S ORAL SEE IMAGE 1 DAY
Circulatory collapse  
Drug dependence  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6072445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6072445 EXPEDITED (15-DAY) Y 2006-143468-NL 63 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure MIRTAZAPINE S DF  
Ischaemia VENLAFAXINE HYDROCHLORIDE S DF  

CARDIAC DRUGS C  
6076642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6076642 DIRECT Y HO 70 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental disorder TRAMADOL HYDROCHLORIDE S ORAL 50 MG PO Q 6H FOR

PAIN
 

Asthenia VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG PO QD  
Fall FLEXERIL S  
Gait disturbance  
Headache  
Hydrocephalus  
Hyperreflexia  
Muscle disorder  
Muscle twitching  
Photophobia  
Serotonin syndrome  
Tremor  
Urinary tract infection  

Page: 1,887 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6081065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6081065 EXPEDITED (15-DAY) Y HO,OT HQWYE218114JUN06 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S  
Aggression  
Agitation  
Anger  
Drug withdrawal syndrome  
Palpitations  
Suicidal ideation  
6081417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6081417 EXPEDITED (15-DAY) Y HO FRWYE734815JUN06 79 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dementia Alzheimer's type EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Normal pressure hydrocephalus MEMANTINE HYDROCHLORIDE S ORAL SEE IMAGE, ORAL  
Disorientation REMINYL C  
Condition aggravated  
Fall  
Gait disturbance  
Ill-defined disorder  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6081450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6081450 EXPEDITED (15-DAY) Y HO FRWYE745119JUN06 77 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism EFFEXOR XR S ORAL 112.5 MG TOTAL

DAILY, ORAL
 

Malaise PREDNISOLONE C  
Fall NEORAL C  
Muscle haemorrhage FOSINOPRIL SODIUM C  
Anaemia CELLCEPT C  
Circulatory collapse LEXOMIL (BROMAZEPAM) C  
Orthostatic hypotension HYDROCHLOROTHIAZIDE

(HYDROCHLOROTHIAZIDE)
C  

Abdominal injury  
Abdominal pain upper  
Platelet count decreased  
6081971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6081971 EXPEDITED (15-DAY) HO,LT,OT HQWYE206713JUN06 72 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Myoclonic epilepsy TRANYLCYPROMINE S  
Hyperkalaemia  
Hypertension  
Metabolic acidosis  
Respiratory failure  
Serotonin syndrome  
Tachycardia  
Wrong drug administered  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6081995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2006 6081995 EXPEDITED (15-DAY) Y DE,HO FRWYE733115JUN06 75 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral haemorrhage EFFEXOR S ORAL 50 MG 3X PER 1 DAY

ORAL
 

Blood pressure systolic increased ASPEGIC S ORAL 100 MG 1X PER 1 DAY
ORAL

 

Brain herniation ARICEPT C  
OXAZEPAM C  
EBIXA (MEMANTINE
HYDROCHLORIDE)

C  

ATARAX C  
INEXIUM (ESOMEPRAZOLE) C  
DICETEL (PINAVERIUM
BROMIDE)

C  

METEOSPASMYL ( ALVERINE
CITRATE/DL-METHIONINE)

C  

LANSOYL (PARAFFIN) C  
LACTULOSE C  
PARAFFIN (PARAFFIN) C  

5987990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 5987990 EXPEDITED (15-DAY) HO,OT HQWYE492824JAN06 34 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion VENLAFAXINE HYDROCHLORIDE S 300 MG 1X PER 1 DAY  
Apnoea LITHIUM CARBONATE C  

PANTOLOC (PANTOPRAZOLE) C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6022743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6022743 EXPEDITED (15-DAY) Y HO FRWYE480017MAR06 70 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastroduodenal ulcer EFFEXOR XR S ORAL 112.5 MG TOTAL DAILY

ORAL
 

Anaemia DIOSMIN C  
Haematemesis ESBERIVEN (MELILOT/

RUTOSIDE)
C  

FLUINDIONE C  
LASILIX (FUROSEMIDE) C  
ATARAX C  

6032411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6032411 EXPEDITED (15-DAY) Y OT SEWYE532104APR06 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL 85-90 TABLETS; 75 MG

2X PER 1 DAY ORAL;
ORAL

1 DAY

Convulsion  
Dizziness  
Dysuria  
Headache  
Hyperhidrosis  
Libido decreased  
Nausea  
Oxygen saturation decreased  
Vision blurred  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6035806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6035806 EXPEDITED (15-DAY) Y OT CHWYE522531MAR06 27 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 MG, 1X PER 1

DAY ORAL
 

Malaise METRONIDAZOLE S ORAL 500 MG 3X PER 1 DAY
ORAL

4 DAY

Hypotension OPTOVIT (TOCOPHEROL) C  
Choking sensation MULTIVITAMINS WITH MINERALS

(MULTIVITAMINS WITH
MINERALS)

C  

Dysaesthesia pharynx  
Nausea  
Palpitations  
Syncope  
6040911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6040911 EXPEDITED (15-DAY) Y DE,HO FRWYE557113APR06 72 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 6 TABLETS TOTAL

DAILY ORAL
 

Hypotension  
Malaise  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6045097FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6045097 EXPEDITED (15-DAY) Y OT FRWYE563619APR06 78 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL 300 MG TOTAL DAILY

ORAL; 150 MG TOTAL
DAILY ORAL

 

Condition aggravated RISPERDAL C  
PLAVIX C  
NITRIDERM TTS (GLYCERYL
TRINITRATE)

C  

ZESTRIL C  
PRAZOSIN HYDROCHLORIDE C  

6066372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6066372 EXPEDITED (15-DAY) Y HO,OT GBWYE639819MAY06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR S UNSPECIFIED HIGH

DOSE
 

Depressed mood  
Drug administration error  
Drug withdrawal syndrome  
Hepatic cyst  
Liver disorder  
Therapy change  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6076396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6076396 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S ORAL 75 ONE A DAY PO  WYETH AYERST
Confusional state  
Disturbance in attention  
Dizziness  
Impaired driving ability  
Impaired work ability  
Malaise  
Mood swings  
Pain  
Paraesthesia  
Performance status decreased  
Thinking abnormal  
Vomiting  
6081750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6081750 EXPEDITED (15-DAY) Y OT CHWYE741416JUN06 48 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
4 DAY

Dry mouth ENTUMIN (CLOTIAPINE) C  
Eyelid oedema  
Headache  
Orthostatic hypotension  
Skin fissures  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6081764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6081764 EXPEDITED (15-DAY) Y HO,LT,OT DEWYE754120JUN06 76 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
3 DAY

Encephalopathy MODURETIC 5-50 S ORAL 5 MG AMILORID PLUS
50 MG
HYDROCHLOROTHIAZI
D PER DAY ORAL

 

Aspartate aminotransferase increased  
Blood potassium decreased  
Generalised tonic-clonic seizure  
6081765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6081765 EXPEDITED (15-DAY) Y HO FRWYE753120JUN06 67 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Temperature intolerance EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
26 DAY

Jaundice PARIET (RABEPRAZOLE) C  
Asthenia DEBRIDAT (TRIMEBUTINE

MALEATE)
C  

Eosinophilia NORMACOL (FRANGULA
EXTRACT/STERCULIA)

C  

Pyrexia STRESAM (ETIFOXINE) C  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood alkaline phosphatase increased  
Gamma-glutamyltransferase increased  
Transaminases increased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6081769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6081769 EXPEDITED (15-DAY) Y HO,OT ITWYE744719JUN06 52 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S ORAL ORAL; OVERDOSE

AOUNT 35 TABLETS
DAILY ORAL

 

Electrocardiogram QT prolonged ANTABUSE C  
Intentional overdose NEBIVOLOL HYDROCHLORIDE

(NEBIVOLOL HYDROCHLORIDE)
C  

NORVASC C  
ESCITALOPRAM
(ESCITALOPRAM)

C  

6083430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2006 6083430 EXPEDITED (15-DAY) Y DE GBWYE767322JUN06 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Completed suicide CODEINE PHOSPHATE S  

DIAZEPAM S  
DICLOFENAC SODIUM S  

5976242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2006 5976242 EXPEDITED (15-DAY) Y OT HQWYE439219JAN06 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Megacolon EFFEXOR XR S ORAL 225 MG AND UP TO

300 MG DAILY ORAL
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6071739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2006 6071739 EXPEDITED (15-DAY) N DE 2006AP02850 44 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death SEROQUEL S ORAL  ZENECA

EFFEXOR S  
VALPROATE SODIUM S  
ASMOL CFC-FREE C INHALATION  
ACETAMINOPHEN AND CODEINE C ORAL  

5989085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2006 5989085 EXPEDITED (15-DAY) HO,OT HQWYE497924JAN06 72 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse LORAZEPAM S ORAL SEE IMAGE 1 DAY
Concussion PROTHIPENDYL

HYDROCHLORIDE
S SEE IMAGE  

Hypotension VENLAFAXINE HYDROCHLORIDE S SEE IMAGE  
Head injury LEVOTHYROXINE SODIUM C  
Dizziness  
Fall  
Headache  
Wound  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6079779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2006 6079779 DIRECT Y HO 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, auditory VENLAFAXINE HYDROCHLORIDE S ORAL 112.5 MG BID PO  
Hallucination, visual ACETAMINOPHEN S ORAL 1000 MG 3-4 TIMES

DAILY PO
 

Depressive symptom CALCUIM C  
Suicidal ideation DOCUSATE SODIUM C  
Hepatic enzyme increased CLIMARA C  

DIAZEPAM C  
LEVOTHROXINE C  
MIRTAZAPINE C  
OMEPRAZOLE C  
PRENATAL VITAMINS C  
METHADONE HYDROCHLORIDE C  

6084513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2006 6084513 EXPEDITED (15-DAY) Y DE HQWYE359023JUN06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
6084517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2006 6084517 EXPEDITED (15-DAY) N DS,OT HQWYE370526JUN06 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sensory disturbance EFFEXOR XR S 75 MG 1X PER 1 DAY  
Dizziness  
Labile blood pressure  
Phaeochromocytoma  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6046068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2006 6046068 EXPEDITED (15-DAY) Y 2006-141712-NL Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal tubular necrosis MIRTAZAPINE S DF  

VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG QD  
OLANZAPINE S ORAL 10 MG QD  
NIMESULIDE S ORAL 100 MG BID  

6079109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2006 6079109 EXPEDITED (15-DAY) Y DE,HO,LT HQWYE123712JUN06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute respiratory distress syndrome EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Pulmonary alveolar haemorrhage PREDNISONE C  
6083174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2006 6083174 EXPEDITED (15-DAY) N OT 2005136582 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain NARDIL S (15 MG)  
Flatulence UNSPECIFIED INGREDIENT S  
Headache WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S  

Fatigue EFFEXOR S  
Hyperventilation UNSPECIFIED INGREDIENT S  
Eye irritation TRAZODONE HYDROCHLORIDE C  
Balance disorder UNSPECIFIED INGREDIENT C  
Aphasia  
Depression  
Drug effect decreased  
Product quality issue  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6084422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2006 6084422 EXPEDITED (15-DAY) Y HO T200600699 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ischaemic hepatitis FLUOXETINE S 10 MG  
Loss of consciousness AMITRIPTYLINE S 50 MG  
Hypotension VENLAFAXINE HYDROCHLORIDE S 0.5 MG  
Bradycardia OLANZAPINE S 10 MG  
Areflexia VENLAFAXINE HYDROCHLORIDE C  
Rhabdomyolysis METOPROLOL (METOPROLOL)

SOLUTION
C  

Electrocardiogram QRS complex shortened HYDROCODONE BITARTRATE/
APAP (HYDROCODONE
BITARTRATE, ACETAMINOPHEN
TABLETS) CAPSULES

C  

PCO2 increased PANTOPRAZOLE
(PANTOPRAZOLE)

C  

Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood creatine phosphokinase increased  
PO2 increased  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6011196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2006 6011196 EXPEDITED (15-DAY) N HQWYE101502MAR06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido EFFEXOR XR S ORAL SEE IMAGE  
Abnormal dreams  
Apathy  
Confusional state  
Disturbance in attention  
Drug withdrawal syndrome  
Feeling abnormal  
Illusion  
Impaired work ability  
Laziness  
Mental impairment  
Nightmare  
Paraesthesia  
Rash  
Skin discolouration  
Suicidal ideation  
Tinnitus  
6076385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2006 6076385 EXPEDITED (15-DAY) Y OT GBWYE719412JUN06 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6076918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2006 6076918 EXPEDITED (15-DAY) N OT 1-14334415 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine LAMICTAL S ORAL 25MG Per day  GLAXOSMITHKLINE
Diarrhoea EFFEXOR XR S ORAL 187.5MG Unknown  
Amnesia  
Blood pressure increased  
Dissociation  
Feeling abnormal  
Haematemesis  
Nausea  
Vomiting  
6083410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2006 6083410 DIRECT N OT 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  WYETH
Asthenia  
Chills  
Crying  
Dissociation  
Eye irritation  
Gastrointestinal pain  
Hypoaesthesia  
Influenza like illness  
Memory impairment  
Mood swings  
Nightmare  
Restlessness  
Rhinorrhoea  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6084009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2006 6084009 EXPEDITED (15-DAY) Y HO,OT 2006AL001604 68 YR Male TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome AMANTADINE HYDROCHLORIDE S  
Rhabdomyolysis CLONAZEPAM S  PUREPAC

TRAZODONE HYDROCHLORIDE S  PUREPAC
VENLAFAXINE HYDROCHLORIDE S 75 MG;QD 1 WEEK
FLUOXETINE C  
BUSPIRONE C  
PROPRANOLOL C  

6084581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2006 6084581 EXPEDITED (15-DAY) HO,OT DEWYE799226JUN06 50 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 6 DAY
Delirium LORAZEPAM S ORAL SEE  IMAGE 9 DAY
Delusion MELPERONE (MELPERONE) C  
Abnormal behaviour  
Sleep disorder  
6085941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2006 6085941 EXPEDITED (15-DAY) HO,OT DEWYE848928JUN06 26 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG PER DAY  
Condition aggravated AMISULPRIDE S ORAL SEE IMAGE  

TRUXAL (CHLORPROTHIXENE
HYDROCHLORIDE)

C  

TEGRETOL C  
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Detailed Report
6081920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2006 6081920 DIRECT N OT,RI 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 1 YR
Abnormal behaviour  
Activities of daily living impaired  
Anger  
Impaired driving ability  
Nightmare  
Obsessive-compulsive disorder  
6081994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2006 6081994 DIRECT N RI 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apathy EFFEXOR S 75MG    ONCE PER

DAY
11 YR WYETH

Anxiety  
Distractibility  
Feeling abnormal  
Feeling guilty  
Ill-defined disorder  
Impaired work ability  
Medication error  
Sensory disturbance  
Suicidal ideation  
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Detailed Report
6084759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2006 6084759 EXPEDITED (15-DAY) HO,OT DEWYE800826JUN06 67 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 1 DAY
Delirium AKINETON S 3 DAY
Disturbance in attention ARICEPT S 5 MG 8 DAY
Disorientation CIPRALEX S 5 MG 4 DAY
Speech disorder LITHIUM CARBONATE S ORAL SEE IMAGE 1 DAY
Thinking abnormal SEROQUEL S ORAL SEE IMAGE 13 DAY
Memory impairment ZOLOFT S SEE IMAGE  
Confusional state PRESOMEN (ESTROGENS

CONJUGATED)
C  

Sleep disorder IODIDE (IODIDE) C  
Restlessness LORAZEPAM C  
6084771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2006 6084771 EXPEDITED (15-DAY) Y HO FRWYE832827JUN06 42 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis acute EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Alanine aminotransferase increased PRAZEPAM C  
Aspartate aminotransferase increased  
Blood alkaline phosphatase increased  
Blood cholesterol increased  
Blood triglycerides increased  
Condition aggravated  
Gamma-glutamyltransferase increased  
Hepatomegaly  

Page: 1,905 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6084899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2006 6084899 DIRECT N 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75MG   ONCE   PO 2 YR WYETH
Activities of daily living impaired  
Discomfort  
Disorientation  
Drug dose omission  
Headache  
Nausea  
6084967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2006 6084967 EXPEDITED (15-DAY) Y OT 2006081731 45 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sinus tachycardia ZOLOFT S ORAL 150 MG (1 IN 1 D),

ORAL
 

Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG (1 IN 1 D), ORAL  
Serotonin syndrome MIRTAZAPINE S ORAL 45 MG (1 IN 1 D), ORAL  
Malaise PROMETHAZINE S ORAL 100 MG (1 IN 1 D),

ORAL
 

Dizziness SOLIAN (AMISULPRIDE) C  
Headache LORAZEPAM C  

STAURODORM (FLURAZEPAM) C  
ASA (ACETYLSALICYLIC ACID) C  
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Detailed Report
6087002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2006 6087002 EXPEDITED (15-DAY) Y HO,LT 2006081979 89 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hip fracture NORVASC S  
Post procedural complication ALDACTONE S  
Hyponatraemia PREDNISONE S  
Blood creatine decreased ULTRAM S ORAL ORAL  
Post procedural infection TYLENOL (PARACETAMOL) S  

PEPCID S  
REMERON S 15 MG (15 MG, 1 IN 1

D)
 

EFFEXOR XR S 225 MG (225 MG, 1 IN 1
D)

 

ADVAIR DISKUS S  
DOCUSATE SODIUM (DOCUSATE
SODIUM)

S  

ASPIRIN S  
LOVENOX S  
ANCEF S  
TRAZODONE HYDROCHLORIDE S  
LASIX S  
KEFLEX S  
MAGNESIUM CHLORIDE S  
COREG S  
BUCINDOLOL HYDROCHLORIDE S  
LOSARTAN POTASSIUM S  
DARVOCET-N 100 S  
DUONEB S  
PRO-BANTHINE
(PROPANTHELINE BROMIDE)

C  
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Detailed Report
6068283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2006 6068283 EXPEDITED (15-DAY) Y HO,OT DEWYE657929MAY06 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory failure VENLAFAXINE HYDROCHLORIDE S ORAL 50 CAPSULES

(OVERDOSE AMOUNT
3750 MG)

1 DAY

Hypotension DOXEPIN HYDROCHLORIDE S ORAL 90 TABLETS
(OVERDOSE AMOUNT
4500 MG)

1 DAY

Coma HERBAL NOS S ORAL 1 BOTTLE 1 DAY
Intentional overdose ZOLPIDEM TARTRATE S ORAL 20 TABLETS

(OVERDOSE AMOUNT
200 MG)

 

Suicide attempt  
6070591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2006 6070591 EXPEDITED (15-DAY) Y OT S06-FRA-02185-01 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gamma-glutamyltransferase increased ESCITALOPRAM OXALATE S ORAL 10 MG QD PO  

EFFEXOR S 75 MG QD  
6086718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2006 6086718 EXPEDITED (15-DAY) Y 2006-144766-NL 45 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo MIRTAZAPINE S ORAL 15 MG/30 MG/45 MG  
Visual impairment SERTRALINE HYDROCHLORIDE S ORAL 50 MG/100 MG/150 MG 4 WEEK
Muscular weakness VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG  
Headache PROMETHAZINE S ORAL 100 MG 2 DAY
Drug interaction ACETYLSALICYLIC ACID C  
Serotonin syndrome AMUSULPRIDE C  
Sinus tachycardia LORAZEPAM C  
Sensory disturbance FLURAZEPAM C  
Obstruction  
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Detailed Report
6090755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2006 6090755 EXPEDITED (15-DAY) Y DE FRWYE859028JUN06 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL 75 MG TOTAL DAILY  
Insomnia UNSPECIFIED INGREDIENT S ORAL  
Anxiety  
Drug ineffective  

6060740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2006 6060740 EXPEDITED (15-DAY) Y HO GBWYE633117MAY06 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute coronary syndrome EFFEXOR XR S ORAL SEE IMAGE  

SERTRALINE C  
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Detailed Report
6082981FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2006 6082981 DIRECT N OT 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75MG  ONE PER DAY

PO
 

Agitation  
Alcoholism  
Anger  
Crying  
Depressed mood  
Disturbance in attention  
Dizziness  
Emotional disorder  
Feeling abnormal  
Food craving  
Hallucination, auditory  
Impaired work ability  
Paraesthesia  
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Detailed Report
6083976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2006 6083976 DIRECT N RI 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage EFFEXOR XR S ORAL TAPERED FROM 150

MG    PO
10 YR WYETH

Abdominal discomfort  
Bone pain  
Decreased appetite  
Diarrhoea  
Drug withdrawal syndrome  
Hyperacusis  
Hyperhidrosis  
Hypokinesia  
Hypophagia  
Insomnia  
Malaise  
Myalgia  
Nightmare  
Pain of skin  
Parosmia  
Photophobia  
Poor quality sleep  
Sleep disorder  
Suicidal ideation  
Tinnitus  
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Detailed Report
6084540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2006 6084540 DIRECT N HO 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paranoia EFFEXOR XR S ORAL DONT REMEMBER 1X

DAY PO [SEVERAL
YEARS]

 

Irritability ZOLOFT S ORAL 2 TABLETS -INITIALLY-
1X DAY PO

 PFIZER

Drug dependence  
Drug withdrawal syndrome  
Treatment noncompliance  
6084600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2006 6084600 EXPEDITED (15-DAY) OT DEWYE799626JUN06 45 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG ORAL 1 DAY
Sinus tachycardia PROMETHAZINE S ORAL 100 MG ORAL 2 DAY
Malaise MIRTAZAPINE S ORAL SEE IMAGE 44 DAY
Anxiety ZOLOFT S ORAL SEE IMAGE 28 DAY
Vertigo SOLIAN (AMISULPRIDE), 300 &

150 MG
C  

Headache TAVOR (LORAZEPAM) 1.5 MG & 1
ML & 0.5

C  

Hallucination, visual STAURODORM NEU
(FLURAZEPAM)

C  

Drug level increased ASPIRIN C  
Heart rate increased  
6085943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2006 6085943 EXPEDITED (15-DAY) Y OT DEWYE853328JUN06 75 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
VIth nerve paralysis VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
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Detailed Report
6088113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2006 6088113 EXPEDITED (15-DAY) DS AUWYE848828JUN06 21 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Bedridden  
Drug effect decreased  
Nausea  
Vomiting  
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Detailed Report
6090840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2006 6090840 EXPEDITED (15-DAY) Y DS,LT HQWYE242610MAY06I 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Dizziness EFFEXOR S 75 MG FREQUENCY
UNSPECIFIED

 

Fatigue CENESTIN C  
Retching FLEXERIL C  
Activities of daily living impaired  
Blood cholesterol increased  
Blood pressure increased  
Chills  
Decreased appetite  
Drug dependence  
Drug effect decreased  
Dry mouth  
Fear  
General physical health deterioration  
Hot flush  
Hyperhidrosis  
Impaired self-care  
Impaired work ability  
Insomnia  
Medication residue present  
Mental impairment  
Panic attack  
Product quality issue  
Self-injurious ideation  
Stress  
Suicidal ideation  
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Detailed Report
6078527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2006 6078527 EXPEDITED (15-DAY) Y HO 452559 89 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hip fracture COREG S ORAL  GLAXOSMITHKLINE
Post procedural infection SPIRONOLACTONE S  GLAXOSMITHKLINE
Hyponatraemia CEFAZOLIN S  GLAXOSMITHKLINE

FLUTICASONE S INHALATION  GLAXOSMITHKLINE
PARACETAMOL S  GLAXOSMITHKLINE
MIRTAZAPINE S ORAL 1096 DAY
TRAMADOL HYDROCHLORIDE S  
DOCUSATE SODIUM S  
ASPIRIN S  GLAXOSMITHKLINE
FAMOTIDINE S  
ENOXAPARIN SODIUM S  
PREDNISONE S  
FRUSEMIDE S  GLAXOSMITHKLINE
CEPHALEXIN S  GLAXOSMITHKLINE
MAGNESIUM CHLORIDE S  
PROPANTHELINE BROMIDE S  
BEXTRA S  
LOSARTAN POTASSIUM S  
AMLODIPINE S  
DARVOCET S  
DUONEB S  
VENLAFAXINE HYDROCHLORIDE S  
TRAZODONE HYDROCHLORIDE S  
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Detailed Report
6084660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2006 6084660 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL 25 MG DAILY PO 3 DAY WYETH
Agitation LUVOX C  
Restlessness BUSPAR C  
Hallucinations, mixed  

6089834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2006 6089834 EXPEDITED (15-DAY) Y HO DSA_28387_2006 50 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium LORAZEPAM S ORAL 0.5 MG PO  
Drug withdrawal syndrome LORAZEPAM S ORAL 1 MG PO  
Disorientation LORAZEPAM S ORAL 2 MG PO  
Disturbance in attention VENLAFAXINE HYDROCHLORIDE S ORAL VAR PO  
Memory impairment VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG PO  
Thinking abnormal VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG PO  
Delusion VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG PO  
Abnormal behaviour VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PO  
Sleep disorder  
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Detailed Report
6090635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2006 6090635 EXPEDITED (15-DAY) Y HO,OT DEWYE886829JUN06 21 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser VENLAFAXINE HYDROCHLORIDE S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
1 DAY

Bradypnoea DIACETYLMORPHINE S OVERDOSE AMOUNT
UNKNOWN

1 DAY

Tachycardia FLUNITRAZEPAM S ORAL OVERDOSE
UNKNOWN, ORAL

1 DAY

Intentional overdose  
Miosis  
Sopor  
6090894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2006 6090894 EXPEDITED (15-DAY) Y OT 2006-145017-NL 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombophlebitis MIRTAZAPINE S ORAL 60 MG ORAL  
Venous thrombosis limb VENLAFAXINE HYDROCHLORIDE S 75 MG/150 MG  

PANTOPRAZOLE SODIUM C  
METAMIZOLE SODIUM
MONOHYDRATE

C  

IBUPROFEN C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6089890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2006 6089890 DIRECT N RI 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S ORAL 1 DAY PO  6-8

MONTHS
 WYETH

Crying  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Ear discomfort  
Impaired work ability  
Memory impairment  
Paraesthesia  
Vomiting  

6074335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2006 6074335 EXPEDITED (15-DAY) Y HO GBWYE683402JUN06 45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR S SEE IMAGE  
Oedema  
6091928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2006 6091928 EXPEDITED (15-DAY) Y HO,OT CHWYE054107JUL06 38 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR S ORAL ORAL  
Blood lactic acid increased  
Insomnia  
Loss of consciousness  
Muscle spasms  
Urinary incontinence  
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Detailed Report
6092171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2006 6092171 EXPEDITED (15-DAY) Y HO FRWYE054207JUL06 60 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR S ORAL  
Hyponatraemia ESOMEPRAZOLE S ORAL 20  MG 1X PER 1 DAY  

CLONAZEPAM C  
ZOLPIDEM TARTRATE C  
CALCIDOSE (CALCIUM
CARBONATE)

C  

VITAMIN D3 (COLECALCIFEROL) C  
TRAMADOL HYDROCHLORIDE C  
POTASSIUM CHLORIDE C  
FOSAMAX C  
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Detailed Report
6083143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2006 6083143 EXPEDITED (15-DAY) Y HO DE-
JNJFOC-20060701299

Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium HALDOL S ORAL  

HALDOL S ORAL  
AMITRIPTYLINE
HYDROCHLORIDE

S given orally  

AMITRIPTYLINE
HYDROCHLORIDE

S given intravenously  

VENLAFAXINE HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
REMERGIL S ORAL  
LORAZEPAM S ORAL  
QUINOLUM RETARD S ORAL  
QUINOLUM RETARD S ORAL  
SEROQUEL S  
SEROQUEL S  
SEROQUEL S  
SEROQUEL S  
PROPRANOLOL
HYDROCHLORIDE

S  

PRAVASTATIN SODIUM S  
LEVOTHYROXINE SODIUM S  
AZATHIOPRINE S  
CHLORPROTHIXENE
HYDROCHLORIDE

S ORAL  
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Detailed Report
6085952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2006 6085952 EXPEDITED (15-DAY) Y HO,OT DEWYE828827JUN06 14 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL UNKNOWN

OVERDOSE AMOUNT
1 DAY

Somnolence METHADONE HYDROCHLORIDE S UNKNOWN
OVERDOSE AMOUNT

 

Extrapyramidal disorder MIRTAZAPINE (MIRTAZAPINE) S ORAL UNKNOWN
OVERDOSE AMOUNT

 

Suicide attempt UNSPECIFIED INGREDIENT S UNKNOWN
OVERDOSE AMOUNT

 

Drug screen positive PERAZINE S ORAL 30 TABLETS
(OVERDOSE AMOUNT
UNKNOWN)

 

ZOPICLONE S ORAL UNKNOWN
OVERDOSE AMOUNT

 

6091834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2006 6091834 DIRECT Y OT 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis acute EFFEXOR S ORAL 150 MG   ONCE DAILY

PO
 

6092648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2006 6092648 EXPEDITED (15-DAY) Y OT GBWYE942803JUL06 < 1 DAY Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Facial paresis EFFEXOR XR S TRANSPLACENTAL 225 MG ; 150 MG  
Acoustic stimulation tests abnormal ZOPICLONE S 7.5 MG  
Hemiparesis  
Maternal exposure during pregnancy  
Neonatal disorder  
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Detailed Report
6068466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2006 6068466 EXPEDITED (15-DAY) N OT AU-
GLAXOSMITHKLINE-
B0428013A

82 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Jaundice AVANDIA S ORAL 8MG per day  GLAXOSMITHKLINE
Liver function test abnormal AUGMENTIN S ORAL  GLAXOSMITHKLINE
Blood bilirubin increased EFFEXOR S UNKNOWN  
Alanine aminotransferase increased ROXITHROMYCIN S  GLAXOSMITHKLINE
Blood alkaline phosphatase increased  
Cholecystitis  
Gamma-glutamyltransferase increased  
Hepatic function abnormal  
6094033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2006 6094033 EXPEDITED (15-DAY) Y DE NLWYE728214JUN06 65 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic stroke EFFEXOR S 37.5 MG 1X PER 1 DAY  
Hemiparesis REMERON C  
Aphasia PERSANTIN - SLOW RELEASE

(DIPYRIDAMOLE)
C  

Consciousness fluctuating ASCAL (ACETYLSALICYLATE
CALCIUM)

C  

Somnolence PERINDOPRIL ERBUMINE C  
Blood pressure increased  
Brain compression  
Extensor plantar response  
Facial paresis  
General physical health deterioration  
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Detailed Report
6094392FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2006 6094392 EXPEDITED (15-DAY) Y LT CHWYE058307JUL06 32 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
1 DAY

Drug hypersensitivity FLUOXETINE HCL C  
Type I hypersensitivity FLUOXETINE HCL C  
Drug ineffective  
6094927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2006 6094927 EXPEDITED (15-DAY) Y HO DEWYE128512JUL06 2 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose VENLAFAXINE HYDROCHLORIDE S 1 CAPSULE

(OVERDOSE AMOUNT
75 MG)

1 DAY

Accidental exposure to product by child  
6095431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2006 6095431 DIRECT N RI 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 150MG CAPSULE

Q8HOURS PO
 

Agitation  
Dyskinesia  
Hypertension  
Mental status changes  
Paranoia  
Pyrexia  
Tachycardia  
Tachypnoea  
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Detailed Report
5831108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2006 5831108 EXPEDITED (15-DAY) Y DS GBWYE738513JUN05 30 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL SEE IMAGE 836 DAY
Contusion EFFEXOR S ORAL 37.5 MG 1X PER 2 DAY

ORAL
67 DAY

Tinnitus BETAHISTINE (BETAHISTINE) C  
Balance disorder  
Cerebellar ataxia  
Condition aggravated  
Coordination abnormal  
Deafness neurosensory  
Dysarthria  
Ear discomfort  
Fall  
Gait disturbance  
Headache  
Hypoacusis  
Musculoskeletal chest pain  
Night sweats  
Paraesthesia  
Sinus disorder  
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Detailed Report
6092991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2006 6092991 EXPEDITED (15-DAY) HO,LT NLWYE960804JUL06 46 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myopathy toxic EFFEXOR S 75 MG 1X PER 1 DAY  
Drug dispensing error ACETAMINOPHEN C  
Bipolar disorder PRAXITEN PLIVA (OXAZEPAM)

(OXAZEPAM)
C  

Vomiting PANTOZOL C  
Diarrhoea PANTOZOL C  
Hypertension EFFEXOR XR C  
Bipolar I disorder  
Drug prescribing error  
6097573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2006 6097573 EXPEDITED (15-DAY) OT GBWYE059007JUL06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign prostatic hyperplasia EFFEXOR XR S 75 MG 1X PER 1 DAY  
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5837430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2006 5837430 EXPEDITED (15-DAY) Y DE,OT 2004076502 11 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ZOLOFT S ORAL 25 MG (25 MG, 1 IN 1

D), ORAL
 

Condition aggravated EFFEXOR XR S ORAL 37.5 MG (37.5 MG, 1 IN
1 D), ORAL

 

Asphyxia ATIVAN C  
Agitation ZANTAC C  
Anxiety  
Conversion disorder  
Delirium  
Hostility  
Impulse-control disorder  
Irritability  
Mania  
Restlessness  
School refusal  
Suicidal ideation  
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5845778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2006 5845778 EXPEDITED (15-DAY) HO,DS FRWYE824011JUL05 57 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palmoplantar keratoderma EFFEXOR S ORAL 200 MG TOTAL DAILY

ORAL
683 DAY

Skin exfoliation SOLIAN (AMISULPRIDE) C  
Weight decreased ATARAX C  
Eosinophilia XANAX C  
Dermatitis psoriasiform ZOCOR C  
Skin fissures AOTAL (ACAMPROSATE) C  
Paronychia INEXIUM (ESOMEPRAZOLE) C  
Blood immunoglobulin E increased  
Hyperkeratosis  
6075856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jul-2006 6075856 EXPEDITED (15-DAY) Y HO,OT HQWYE022508JUN06 < 1 DAY Male COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY

TRANSPLACENTAL
 

Caesarean section  
Maternal exposure during pregnancy  
Oligohydramnios  

3776200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2006 3776200 EXPEDITED (15-DAY) Y OT HQ2442222JUN2001 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S ORAL ORAL  
Death of relative HALDOL S  
Maternal exposure before pregnancy REMERON S  
Pregnancy WELLBUTRIN S  
Incorrect dose administered  
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6057202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2006 6057202 EXPEDITED (15-DAY) Y OT HQWYE282211MAY06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S SEE IMAGE 7 DAY
Somnolence DEPAKOTE C  

AMBIEN C  
6075239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2006 6075239 EXPEDITED (15-DAY) Y HO,OT HQWYE966406JUN06 39 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oligohydramnios EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL - SEE IMAGE
 

Abdominal distension  
Hypophagia  
Irritability  
Maternal exposure during pregnancy  
Nausea  
6093946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2006 6093946 DIRECT N OT 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR XR S ORAL .75 MG 1X DAY PO  WYETH
Feeling abnormal  
6097774FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2006 6097774 EXPEDITED (15-DAY) Y DE HQWYE026117JUL06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL 300 MG, ORAL  

CLOZARIL S  
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Detailed Report
6101437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2006 6101437 EXPEDITED (15-DAY) Y HO 6017516 61 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion LEVOTHYROXINE SODIUM S ORAL SEE IMAGE  
Hyperthyroidism AMITRIPTYLINE

HYDROCHLORIDE
S ORAL 25 MG (25 MG, 1 D)

ORAL
 

TERCIAN (ORAL SOLUTION)
(CYAMEMAZINE)

S ORAL 15 MG (15 MG, 1 D)
ORAL

31 DAY

OXAZEPAM S ORAL 50 MG (50 MG, 1 D)
ORAL

 

EFFEXOR S ORAL 75 MG (75 MG, 1 D)
ORAL

 

VALPROATE SODIUM S  
TAMOXIFEN C  
PIRACETAM (PIRACETAM) C  
LOSARTAN POTASSIUM C  
ZOLPIDEM C  

6099297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2006 6099297 EXPEDITED (15-DAY) Y DS HQWYE016117JUL06 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75  MG 2X PER 1 DAY,

ORAL; 150 MG 1X PER
1 DAY, ORAL

 

Anxiety ADDERALL C  
Condition aggravated FLUOXETINE C  
Drug dose omission  
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Detailed Report
6099308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2006 6099308 EXPEDITED (15-DAY) Y HO,OT HQWYE198120JUL06 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR XR S SEE IMAGE  
Somnolence ABILIFY S 5 MG 1X PER 1 DAY  
Depersonalisation ATENOLOL (ATENOLOL) C  
Fatigue HYDROCORTISONE ACETATE C  
Blood pressure fluctuation HYDROCORTISONE C  
Blood pressure diastolic decreased  
Convulsion  
Memory impairment  

6066321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2006 6066321 EXPEDITED (15-DAY) Y DS GBWYE627116MAY06 49 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder EFFEXOR XR S ORAL SEE IMAGE  
Fatigue MIRTAZAPINE (MIRTAZAPINE) C  
Affect lability  
Anger  
Arthralgia  
Drug withdrawal syndrome  
Hyperhidrosis  
Influenza like illness  
Sensory disturbance  
Tinnitus  
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6085914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2006 6085914 EXPEDITED (15-DAY) Y OT GBWYE771723JUN06 < 1 DAY Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mandibulofacial dysostosis EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Low set ears EFFEXOR S TRANSPLACENTAL 37.5MG 44 DAY
Cleft palate  
Congenital anomaly  
Congenital jaw malformation  
Gene mutation  
Maternal exposure during pregnancy  
6099180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2006 6099180 EXPEDITED (15-DAY) Y HO,OT DEWYE203617JUL06 < 1 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura VENLAFAXINE HYDROCHLORIDE S 75 MG 2X PER 1 DAY 615 DAY
Maternal exposure during pregnancy  
Thrombocytopenia neonatal  
6101176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2006 6101176 EXPEDITED (15-DAY) Y DS DEWYE560218APR06 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Obesity VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY

ORAL; 150 MG 1X PER
1 DAY; 225 MG, PER
DAY ORAL

 

Condition aggravated  
Spinal disorder  

Page: 1,931 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6098430FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2006 6098430 DIRECT Y OT 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Wrong drug administered EFFEXOR S  
Malaise UNSPECIFIED INGREDIENT S  
Asthenia  
Derealisation  
Drug interaction  
Fear  
Feeling abnormal  
Heart rate increased  
Hyperhidrosis  
Impaired driving ability  
Movement disorder  
Nausea  
Psychomotor hyperactivity  
Vision blurred  
6103160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2006 6103160 EXPEDITED (15-DAY) Y HO,DS GBWYE976014SEP05 52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pollakiuria EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY

ORAL
 

Condition aggravated DEPAKOTE C  
Anxiety BUSPIRONE HYDROCHLORIDE C  
Micturition urgency CHLORPROMAZINE

(CHLORPRMAZINE)
C  

Depressed mood ZOPICLONE C  
ETHINYLOESTRADIOL
(ETHINYLESTRADIOL)

C  
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Detailed Report
6145379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2006 6145379 NON-EXPEDITED Y FACT0600237 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety FACTIVE S  
Drug interaction EFFEXOR S  

6100006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2006 6100006 DIRECT N LT,OT,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S  
Anger  
Anxiety  
Depression  
Gait disturbance  
Impaired work ability  
Pain in extremity  
Suicidal ideation  
Thinking abnormal  
6100192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jul-2006 6100192 DIRECT N DE 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR XR S 150 MG   1 A DAY  
Gun shot wound  
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6069455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2006 6069455 EXPEDITED (15-DAY) Y HO US-
JNJFOC-20060603447

89 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia ULTRAM S ORAL  

TYLENOL S  
PEPCID S  
REMERON S  
EFFEXOR XR S  
ADVAIR DISKUS S  
DOCUSATE SODIUM S  
ASPIRIN S  
LOVENOX S  
PREDNISONE S  
ANCEF S 6 WEEK
TRAZODONE HYDROCHLORIDE S  
LASIX S  
ALDACTONE S  
KEFLEX S 1 WEEK
MAGNESIUM CHLORIDE S  
PRO-BANTHINE S  
COREG S  
BEXTRA S  
COZAAR S  
NORVASC S  
DARVOCET S  
DUONEB S  
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6094307FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2006 6094307 EXPEDITED (15-DAY) N OT US-
GLAXOSMITHKLINE-
A0613866A

64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation PAXIL S ORAL 60MG Per day  GLAXOSMITHKLINE

EFFEXOR S ORAL 225MG Per day  
VICODIN C  
TAGAMET C  GLAXOSMITHKLINE
ALEVE C  
BENADRYL C  GLAXOSMITHKLINE

6102669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2006 6102669 EXPEDITED (15-DAY) Y DE HQWYE097318JUL06 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S OVERDOSE AMOUNT

UNKNOWN
 

Toxicity to various agents AMITRIPTYLINE S OVERDOSE AMOUNT
UNKNOWN

 

Intentional overdose AMLODIPINE S 90 TABLETS AT 10 MG
EACH (OVERDOSE
AMOUNT)

 

Arteriosclerosis coronary artery BENICAR S 60 TABLETS AT 40 MG
EACH (OVERDOSE
AMOUNT)

 

Pulmonary congestion NORVASC S 120 TABLETS AT 10
MG EACH (OVERDOSE
AMOUNT)

 

Cardiomegaly  
Contusion  
Excoriation  
Foaming at mouth  
Pulmonary oedema  
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Detailed Report
6105672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2006 6105672 EXPEDITED (15-DAY) Y HO,OT HQWYE234221JUL06 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Anger ATIVAN C  
Aggression UNSPECIFIED INGREDIENT C  
6153498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2006 6153498 NON-EXPEDITED N 2006PV014590 69 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased BYETTA S SUBCUTANEOUS 5 MCG;BID;SC  
Weight increased EFFEXOR S  
Nausea GLUCOPHAGE C  

AMARYL C  
METOPROLOL C  
LEXAPRO C  

6159591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2006 6159591 NON-EXPEDITED N 2006PV013517 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error BYETTA S SUBCUTANEOUS SEE IMAGE  
Blood glucose increased EFFEXOR S  
Nausea GLUCOPHAGE C  
Dysgeusia GLIPIZIDE C  
Abdominal pain ACTOS C  
Abdominal pain upper NOVOLOG C  
Vomiting LANTUS C  
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Detailed Report
6104743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2006 6104743 EXPEDITED (15-DAY) Y HO HQWYE290424JUL06 85 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Cervical vertebral fracture  
Fall  
6105033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2006 6105033 DIRECT N RI 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction EFFEXOR XR S ORAL VARYING -75 > 225-

DAILY PO
 WYETH

Anorgasmia  
Muscle twitching  

4080399FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2006 4080399 EXPEDITED (15-DAY) N DE HQWYE493120JAN04 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
Gun shot wound CELEXA C  
Stress ATIVAN C  
Anxiety XANAX C  
Clumsiness  
Coordination abnormal  
Depression  
Drug ineffective  
Insomnia  
5840282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2006 5840282 EXPEDITED (15-DAY) Y HO,DS,OT US-
JNJFOC-20050702180

16 YR Female USA
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5840282
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukoencephalopathy REMICADE S First dose  
Cerebral atrophy REMICADE S  
Major depression REMICADE S  
Paraesthesia REMICADE S  
Suicidal ideation REMICADE S  
Obsessive-compulsive disorder REMICADE S third dose  
Anal fistula REMICADE S  
Neuropathy peripheral REMICADE S  
Infection REMICADE S re-started at 0,2 and 6

weeks after missing
MAR-2003 dose

 

Crohn's disease REMICADE S  
Anal abscess REMICADE S  
Pelvic abscess REMICADE S #2  
Acne ZOLOFT S ORAL  
Headache ZOLOFT S ORAL  
Road traffic accident ZOLOFT S ORAL  
Vulvovaginal candidiasis ZOLOFT S ORAL  
Molluscum contagiosum ZOLOFT S ORAL  
Eczema infected FLAGYL S ORAL  
Lice infestation FLAGYL S ORAL  
Drug eruption FLAGYL S ORAL  
Pharyngitis streptococcal THALIDOMIDE S at HS  
Hordeolum SULFASALAZINE S ORAL  
Skin infection EFFEXOR S ORAL  
Candida infection EFFEXOR S ORAL  
Viral infection IMURAN C  
Feeling abnormal IMURAN C ? start date (between

Oct 2002 and Jan-2003)
 

Tonsillitis IMURAN C  
Nasal congestion IMURAN C  
Epistaxis IMURAN C  
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Detailed Report
5840282
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pelvic inflammatory disease FOLIC ACID C  
Muscle spasms LEXAPRO C ORAL  

PREDNISONE C ORAL 15 mg every other days  
PREDNISONE C ORAL  
PREDNISONE C ORAL  
PREDNISONE C ORAL  
PREDNISONE C ORAL  
PREDNISONE C ORAL  
PREDNISONE C ORAL  
ASACOL C ORAL  
ASACOL C ORAL  
ASACOL C ORAL  
ASACOL C ORAL  
DEPO-PROVERA C INTRAMUSCULAR  
DEPO-PROVERA C INTRAMUSCULAR  
PAXIL C ORAL  
WELLBUTRIN SR C ORAL  
WELLBUTRIN SR C ORAL  
IRON C ORAL  
PRILOSEC C ORAL Patient stopped on her

own
 

METHOTREXATE C OTHER  
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Detailed Report
6036504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2006 6036504 EXPEDITED (15-DAY) Y HO HQWYE646505APR06 74 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PANTOLOC S ORAL 200 MG (OVERDOSE

AMOUNT) ORAL
1 DAY

Coma ATIVAN S 5 MG (OVERDOSE
AMOUNT)

1 DAY

Atrioventricular block first degree DIGOXIN S 1.25 MG (OVERDOSE
AMOUNT)

1 DAY

EFFEXOR XR S 250 MG (OVERDOSE
AMOUNT)

1 DAY

SEROQUEL S 250 MG (OVERDOSE
AMOUNT)

1 DAY

VASOTEC S 50 MG (OVERDOSE
AMOUNT)

1 DAY

6105676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2006 6105676 EXPEDITED (15-DAY) Y HO FRWYE354225JUL06 89 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 25 MG 1X PER 1 DAY

ORAL; SEE IMAGE
2 DAY

Apnoea SULPIRIDE S ORAL 50 MG 1X PER 1 DAY
ORAL

3 DAY

Somnolence  
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Detailed Report
6106991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2006 6106991 EXPEDITED (15-DAY) Y HO FRWYE328224JUL06 81 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Monoparesis EFFEXOR XR S ORAL 75 MG TOTAL DAILY,

ORAL
 

General physical health deterioration PROPRANOLOL
HYDROCHLORIDE

S ORAL 30 MG 1X PER 1 DAY,
ORAL

 

Thrombocytopenia OMEPRAZOLE S ORAL 20 MG 1X PER 1 DAY,
ORAL

 

Leukopenia ADANCOR (NICORANDIL) C  
Neutrophil count decreased OXAZEPAM C  
Dyspnoea XANAX C  

ZOLPIDEM TARTRATE C  
CALCIDOSE (CALCIUM
CARBONATE)

C  

VITAMIN D3 (COLECALCIFEROL) C  
6107583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2006 6107583 EXPEDITED (15-DAY) Y OT HQWYE364226JUL06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR S 300 MG 1X PER 1 DAY  
Cerebral vasoconstriction VICOPROFEN (HYDROCODONE/

HYDROCODONE BITARTRATE/
IBUPROFEN)

C  

Ischaemic cerebral infarction  
Vasculitis cerebral  
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6107682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2006 6107682 EXPEDITED (15-DAY) OT AUWYE374227JUL06 15 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Fatigue CANNABIS SATIVA SUBSP.

INDICA TOP
C  

Aggression  
Anger  
Nausea  
Suicide attempt  
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6082870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2006 6082870 EXPEDITED (15-DAY) Y OT 2006-06-2113 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting PEGINTRON S SUBCUTANEOUS 120 MCG QWK

SUBCUTANEOUS
 

Diarrhoea REBETOL S ORAL 1000 MG QD ORAL  
Impaired work ability EFFEXOR S ORAL 37.5 MG QD  
Hypophagia LEXAPRO S  
Fluid intake reduced PROTONIX C  
Throat irritation ASPIRIN C  
Somnolence ADVIL C  
Blister  
Blood thyroid stimulating hormone increased  
Depression  
Drug hypersensitivity  
Goitre  
Headache  
Heart rate increased  
Hypothyroidism  
Neck pain  
Stress  
Ulcer  
Urticaria  
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5764701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 5764701 EXPEDITED (15-DAY) Y OT GBWYE466601MAR05 82 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE 1 WEEK
Gait disturbance ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Intentional self-injury ARICEPT C  
Intentional overdose HYDROXYUREA C  
Parkinsonism  
Tardive dyskinesia  
5971469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 5971469 EXPEDITED (15-DAY) Y DS GBWYE167423NOV05 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Gingival recession EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

6019429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6019429 EXPEDITED (15-DAY) Y OT GBWYE479417MAR06 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL 150 MG 11 DAY

CLOZAPINE C  
AMISULPRIDE
(AMISULPRIDE)

C  

KWELLS              (HYOSCINE
HYDROBROMIDE)

C  
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6040721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6040721 EXPEDITED (15-DAY) Y HO DSA_28059_2006 74 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ATIVAN S ORAL 5 MG ONCE PO  
Atrioventricular block first degree VASOTEC S 50 MG ONCE  
Coma PANTOLOC S 200 MG ONCE  
Drug level increased DIGOXIN S 1.25 MG ONCE  
Coma scale abnormal EFFEXOR S 375 MG ONCE  

SEROQUEL S 250 MG ONCE  
6057969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6057969 EXPEDITED (15-DAY) Y HO FRWYE617711MAY06 < 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular septal defect EFFEXOR XR S TRANSPLACENTAL 75 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Transposition of the great vessels GAVISCON S TRANSPLACENTAL DURING THE
PREGNANCY

 

Coarctation of the aorta  
Maternal exposure during pregnancy  
6100526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6100526 EXPEDITED (15-DAY) Y OT CH-
MERCK-0607CHE00018

70 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased ZOCOR S ORAL 1 YR MERCK
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL  
Myalgia METFORMIN HYDROCHLORIDE C ORAL  

PROPRANOLOL
HYDROCHLORIDE

C ORAL  

LORAZEPAM C ORAL  
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6108068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6108068 EXPEDITED (15-DAY) N HO,OT HQWYE394226JUL06 81 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR XR S ORAL 375 MG OVERDOSE

AMOUNT ORAL
 

Heart rate increased PREDNISONE C  
Accidental overdose  
Dysstasia  
Fatigue  
Feeling abnormal  
Gait disturbance  
Incorrect dose administered  
Insomnia  
Medication error  
6109500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6109500 EXPEDITED (15-DAY) Y HO FRWYE380527JUL06 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac tamponade EFFEXOR XR S ORAL 112.5 MG TOTAL DAILY

ORAL
13 DAY

Systemic sclerosis CLARITHROMYCIN C  
Discomfort ETHAMBUTOL

(ETHAMBUTOL)
C  

Partial seizures with secondary generalisation RFAMPICIN        (RIFAMPICIN) C  
Cerebral ischaemia XANAX C  
Condition aggravated  
Pericardial effusion  
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6109517FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6109517 EXPEDITED (15-DAY) Y HO FRWYE462201AUG06 73 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metabolic disorder EFFEXOR S ORAL 100 MG TOTAL DAILY ;

50 MG TOTAL DAILY;
100 MG TOTAL DAILY ;
50 MG TOTAL DAILY

 

Dyspepsia PLAVIX C  
Malnutrition CALCIUM C  
Decreased appetite POTASSIUM C  
Oesophageal disorder MAGNESIUM         (MAGNESIUM) C  
Nausea CODEINE (CODEINE) C  
Hiccups  
6109659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6109659 EXPEDITED (15-DAY) Y OT DEWYE988905JUL06 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG  PER DAY  
Maternal exposure during pregnancy AMOXICILLIN C  
Premature baby  
Urinary tract infection  
6109695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6109695 EXPEDITED (15-DAY) N HO AUWYE472302AUG06 53 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coronary arterial stent insertion EFFEXOR S ORAL 37.5 MG 2X PER 1

DAY-SEE IMAGE
 

Drug withdrawal syndrome NEXIUM C  
Tinnitus LIPITOR C  
Disorientation  
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Detailed Report
6109804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2006 6109804 EXPEDITED (15-DAY) Y OT FRWYE358225JUL06 80 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG TOTAL DAILY

THEN TAPERED OVER
A 3-DAY PERIOD,
ORAL

 

Acute coronary syndrome  
Blood lactate dehydrogenase increased  
Bradycardia  
Heart rate increased  
Malaise  
Orthostatic hypotension  
Troponin increased  

6046559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2006 6046559 EXPEDITED (15-DAY) Y HO 2006BH008283 74 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose DIGOXIN (DIGOXIN) S 1.25 MG;ONCE  
Atrioventricular block first degree PANTOPRAZOLE S ORAL 200 MG;PO  
Coma EFFEXOR XR S 375 MG;ONCE  
Drug level increased SEROQUEL S 250 MG;ONCE  
Toxicity to various agents VASOTEC S 50 MG;ONCE  

ATIVAN S ORAL 5 MG;ONCE;PO  
6099533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2006 6099533 EXPEDITED (15-DAY) Y DE PHFR2006GB02363 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DICLOFENAC SODIUM S  
Drug interaction CODEINE PHOSPHATE S  

EFFEXOR S  
DIAZEPAM S  
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Detailed Report
6109944FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2006 6109944 EXPEDITED (15-DAY) Y HO,LT DEWYE762822JUN06 59 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular arrhythmia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Sexual dysfunction MIRTAZAPINE C  
Cardiomyopathy  
6109945FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2006 6109945 EXPEDITED (15-DAY) Y OT CHWYE410428JUL06 70 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL ORAL  
Blood creatine phosphokinase increased PROPRANOLOL S ORAL ORAL  
Myalgia ZOCOR S ORAL ORAL 1 YR

GLUCOPHAGE C  
LORAZEPAM C  

6109967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2006 6109967 EXPEDITED (15-DAY) Y HO DEWYE448301AUG06 < 1 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG PER DAY

ORAL
 

Immature respiratory system AMOXICILLIN C  
Iron deficiency anaemia  
Maternal exposure during pregnancy  
Neonatal disorder  
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Detailed Report
6110122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2006 6110122 EXPEDITED (15-DAY) Y DE 2006RR-03113 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CODEINE PHOSPHATE S  
Drug interaction DIAZEPAM (DIAZEPAM) S  

DICLOFENAC SODIUM S  
EFFEXOR S  
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6109921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2006 6109921 DIRECT N RI 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR S ORAL SEE IMAGE 10 YR WYETH
Agitation  
Akathisia  
Arthralgia  
Balance disorder  
Bone disorder  
Brain injury  
Dizziness  
Drug ineffective  
Feeling abnormal  
Gastric disorder  
Haemorrhage  
Hyperhidrosis  
Insomnia  
Myalgia  
Nervousness  
Nightmare  
Pain  
Pain of skin  
Rash  
Tinnitus  
Vision blurred  
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Detailed Report
6109925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2006 6109925 DIRECT N HO,LT,OT,RI 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S 37.5 MAINTENANCE

DOSE 1X DAILY WAS
ON HIGHER DOSE
FOR 1 YRS

 WYETH

Balance disorder  
Bedridden  
Convulsion  
Depression  
Drug dependence  
Drug dose omission  
Drug withdrawal syndrome  
Influenza like illness  
Loss of employment  
Migraine  
Movement disorder  
Nervous system disorder  
Pain  
Photophobia  
Suicidal ideation  
Weight decreased  
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6110291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2006 6110291 DIRECT Y 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR S ORAL 80MG ONCE A DAY PO  
Vomiting ORTHO TRI CYCLEN C  
Chills  
Decreased appetite  
Diarrhoea  
Dizziness  
Drug dose omission  
Ear discomfort  
Hyperhidrosis  
Visual impairment  
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Detailed Report
6110637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2006 6110637 DIRECT N LT,OT,RI 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia EFFEXOR S ORAL 225 MG 1 X DAY PO  
Abnormal behaviour  
Activities of daily living impaired  
Affect lability  
Convulsion  
Depression  
Disorientation  
Disturbance in attention  
Dizziness  
Drug dependence  
Drug withdrawal syndrome  
Family stress  
Fear  
Impaired work ability  
Inappropriate schedule of drug administration  
Injury  
Mental disorder  
Obsessive-compulsive disorder  
Panic attack  
Parent-child problem  
Personality change  
Suicidal ideation  
Weight decreased  
6111812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2006 6111812 EXPEDITED (15-DAY) Y DE DEWYE522504AUG06 62 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG ORAL 6 WEEK
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Detailed Report
6112242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2006 6112242 EXPEDITED (15-DAY) Y HO,OT FRWYE508403AUG06 88 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholinergic syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Vertigo EXELON S ORAL 6 MG 2X PER 1 DAY
ORAL

 

Tremor HYZAAR S ORAL 50 MG 1X PER 1 DAY
ORAL

 

6109204FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2006 6109204 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR XR S ORAL 300 MG DAILY PO  WYETH
Anger  
Arthralgia  
Contusion  
Drug withdrawal syndrome  
Fatigue  
Formication  
Mania  
Memory impairment  
Muscle twitching  
Neuropathy peripheral  
Paraesthesia  
Paranoia  
Pruritus  
Thyroid disorder  
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5908861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2006 5908861 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE948110OCT05 34 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S SEE IMAGE 6 MTH
Renal failure LIPITOR C  
Convulsion LOSEC (OMEPRAZOLE) C  
Contrast media reaction  
Dehydration  
Hypertensive encephalopathy  
Secondary hypertension  
6111056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2006 6111056 DIRECT N OT 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S ORAL 75MG  DAILY  PO 2 YR WYETH
Myalgia EFFEXOR C  
Agitation  
Arthralgia  
Nausea  
Suicidal ideation  
Thinking abnormal  
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Detailed Report
6113579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2006 6113579 EXPEDITED (15-DAY) Y HO B0433020A 48 YR Female TWN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug hypersensitivity LAMICTAL S  
Depression VALPROIC ACID S  
Condition aggravated VENLAFAXINE HYDROCHLORIDE S  
Pyrexia AMISULPRIDE C  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood lactate dehydrogenase increased  
Cough  
C-reactive protein increased  
Crepitations  
Dyspnoea exertional  
Fibrin D dimer increased  
Haematocrit decreased  
Haemoglobin decreased  
Oropharyngeal pain  
Platelet count decreased  
Red blood cell count decreased  
White blood cell count decreased  
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6116618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Aug-2006 6116618 EXPEDITED (15-DAY) Y HO,OT DEWYE346325JUL06 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort VENLAFAXINE HYDROCHLORIDE S ORAL 10 CAPSULES

(OVERDOSE AMOUNT
750MG) ORAL

1 DAY

Nausea EDRONAX S ORAL 19 TABLETS
(OVERDOSE AMOUNT
76MG) ORAL

1 DAY

Somnolence IBUPROFEN S ORAL 20 TABLETS
(OVERDOSE AMOUNT
12000MG) ORAL

1 DAY

Depression LORAZEPAM S ORAL 10 TABLETS
(OVERDOSE AMOUNT
10MG) ORAL

1 DAY

Intentional overdose  
Suicide attempt  

6089664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6089664 EXPEDITED (15-DAY) Y HO,OT BEWYE000305JUL06 49 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vasculitis EFFEXOR XR S ORAL SEE IMAGE 6 DAY
Erythema multiforme XANAX XR C  
6111362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6111362 DIRECT N OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  WYETH
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Detailed Report
6112243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6112243 EXPEDITED (15-DAY) HO AUWYE488603AUG06 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 300 MG 1X PER 1 DAY

ORAL
7 YR

Nonspecific reaction  
6114648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6114648 DIRECT N LT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour VENLAFAXINE HYDROCHLORIDE S 375 MG ONCE DAILY  
Anger  
6114922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6114922 EXPEDITED (15-DAY) N DE,HO HQWYE634701AUG06 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure congestive EFFEXOR S  
Abnormal behaviour  
Agitation  
Cardiomyopathy  
Gun shot wound  
Homicidal ideation  
Pneumonia  
Suicidal ideation  
Viral myocarditis  
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6114946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6114946 EXPEDITED (15-DAY) Y DS HQWYE704202AUG06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neurodermatitis EFFEXOR XR S ORAL SEE IMAGE  

ABILIFY C  
AMBIEN C  
LORAZEPAM C  
SEROQUEL C  

6114972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6114972 EXPEDITED (15-DAY) Y DS HQWYE733511JUL06 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal infection EFFEXOR XR S ORAL SEE IMAGE  
Bruxism AMBIEN C  
Vision blurred PROTONIX C  
Motion sickness MIDRIN

(DICHLORALPHENAZONE/
ISOMETHEPTENE/
PARACETAMOL)

C  

Activities of daily living impaired  
Dizziness  
Drug withdrawal syndrome  
Fatigue  
Feeling abnormal  
Impaired driving ability  
Impaired work ability  
Malaise  
Nausea  
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6116258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6116258 EXPEDITED (15-DAY) OT DEWYE516504AUG06 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea VENLAFAXINE HYDROCHLORIDE S SEE IMAGE 2 DAY
Agitation  
Anxiety  
Feeling abnormal  
Food poisoning  
Mucosal dryness  
Panic attack  
Pupil fixed  
6116260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2006 6116260 EXPEDITED (15-DAY) Y HO FRWYE522404AUG06 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction EFFEXOR S ORAL 100 MG TOTAL DAILY

ORAL
 

Burns second degree ZOPICLONE S ORAL 1 TABLET 1X PER 1
DAY ORAL

 

AMISULPRIDE S ORAL 200 MG TOTLA DAILY
ORAL

 

6082200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2006 6082200 EXPEDITED (15-DAY) Y HO,OT HQWYE248316JUN06 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG, ORAL; ORAL  
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6103174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2006 6103174 EXPEDITED (15-DAY) OT CAWYE184114JUL06 37 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL; SEE IMAGE
 

Constipation  
Menstrual disorder  
Metrorrhagia  
Nausea  
Paraesthesia  
Tremor  
Vertigo  
Vomiting  
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6116406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2006 6116406 EXPEDITED (15-DAY) Y OT B0433842A 71 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome LITHIUM CARBONATE S  
Mania VENLAFAXINE HYDROCHLORIDE S  
Depressed mood METAMIZOLE MAGNESIUM C  
Activities of daily living impaired  
Antidepressant drug level increased  
Confusional state  
Coordination abnormal  
Dizziness  
Drug intolerance  
Impaired self-care  
Mood swings  
Myalgia  
Myoclonus  
Psychomotor retardation  
Somnolence  
Toxicity to various agents  
Tremor  
6117103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2006 6117103 EXPEDITED (15-DAY) N OT HQWYE828303AUG06 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry mouth EFFEXOR S ORAL 1.5 TABLET 1X PER 1

DAY, ORAL
 

Dental caries UNSPECIFIED INGREDIENT S  
Glossitis VICODIN C  

LEVOXYL C  
VYTORIN C  
TYLENOL WITH CODEINE C  
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6117104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2006 6117104 EXPEDITED (15-DAY) Y OT HQWYE762703AUG06 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anorgasmia EFFEXOR XR S  
Asphyxia  
Homicide  

6112776FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2006 6112776 DIRECT N 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL 150 MG  TWICE A DAY

PO
 

Migraine ZOLOFT S ORAL 50 MG    ONCE A DAY
PO

 

Chest pain  
Cough  
Drug withdrawal syndrome  
Dyspnoea  
Vision blurred  
6115061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2006 6115061 DIRECT N OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR S 150 MG 1 X DAILY  
Cerebral disorder  
Confusional state  
Drug prescribing error  
Dyspepsia  
Gingival bleeding  
Impaired work ability  
Memory impairment  
Pain  
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6115156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2006 6115156 DIRECT N OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR XR S ORAL 150 MG.  ONCE DAILY

PO
 WYETH

Restless legs syndrome WELLBUTRIN XL C  
Sensory disturbance PROZAC C  
Drug ineffective  
Drug withdrawal syndrome  

6119709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Aug-2006 6119709 EXPEDITED (15-DAY) N OT HQWYE300210AUG06 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 225 MG, ORAL; SEE

IMAGE
 

Mood swings TRAZODONE HYDROCHLORIDE C  
Depression KLONOPIN C  
Condition aggravated  
Drug effect decreased  
Drug withdrawal syndrome  
Incorrect dose administered  
Paraesthesia  
Treatment noncompliance  

Page: 1,965 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data
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Detailed Report
6008473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6008473 EXPEDITED (15-DAY) Y HO,OT GBWYE099731OCT05 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyelonephritis VENLAFAXINE HYDROCHLORIDE S ORAL 150 & 75 MG,

FREQUENCY
UNKNOWN ORAL -
SEE IMAGE

 

Postpartum haemorrhage EFFEXOR S ORAL ORAL  
Disease recurrence  
Maternal exposure during pregnancy  
Urinary tract infection  
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Detailed Report
6052856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6052856 EXPEDITED (15-DAY) N DS HQWYE166904MAY06 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impaired work ability EFFEXOR S ORAL " REDUCED THE DOSE

DOWN TO ABOUT
10MG BY CUTTING
THE TABLETS IN HALF
THEN QUARTERS",
ORAL; SEE IMAGE

 

Vaginal haemorrhage EFFEXOR XR S ORAL SEE IMAGE  
Asthenia  
Bruxism  
Chills  
Decreased activity  
Depression  
Diarrhoea  
Drug withdrawal syndrome  
Influenza like illness  
Muscle spasms  
Nightmare  
Night sweats  
Tinnitus  
Unevaluable event  
Uterine haemorrhage  
Vision blurred  
6067894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6067894 EXPEDITED (15-DAY) Y OT HQWYE552730MAY06 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S 150 MG 1X PER 1 DAY  
Crying KLONOPIN C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6109791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6109791 EXPEDITED (15-DAY) Y HO,LT NLWYE450901AUG06 39 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Autoimmune haemolytic anaemia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL; 37.5 MG 2X PER
1 DAY ORAL

14 DAY

Mean cell volume increased  
Red blood cell sedimentation rate increased  
White blood cell count increased  
6117885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6117885 DIRECT N DE,LT 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL 300 MG   DAILY   PO 6 MTH
Drug withdrawal syndrome  
6119394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6119394 EXPEDITED (15-DAY) OT CAWYE688611AUG06 19 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL ORAL  
Insomnia  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6119980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6119980 EXPEDITED (15-DAY) Y HO 8018352 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug intolerance METHYLPHENIDATE

HYDROCHLORIDE
S ORAL 10 MG TWICE PO  

Serotonin syndrome VENLAFAXINE S ORAL 75 MG /D PO 2 DAY
Hallucination VENLAFAXINE S ORAL 150 MG /D PO 1 DAY
Hyperventilation VENLAFAXINE S ORAL 225 MG /D PO 4 DAY
Asthenia ESCITALOPRAM OXALATE S ORAL 10 MG /D PO  
Pallor LITHIUM C  
Flushing LAMOTRIGINE C  
Movement disorder TRAZODONE HYDROCHLORIDE C  
Chest pain MIRTAZAPINE C  
Pain GABAPENTIN C  
Blood pressure increased  
Dizziness  
Headache  
Lethargy  
Pharyngeal erythema  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6120418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6120418 EXPEDITED (15-DAY) OT GBWYE682311AUG06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Spinal disorder EFFEXOR XR S 300MG  
Weight increased ATORVASTATIN

(ATORVASTATIN)
S 10 MG  

Malaise DIAZEPAM (DIAZEPAM) S 10MG  
Cardiac failure MIRTAZAPINE (MIRTAZAPINE) S 15MG  
Insomnia ZOPICLONE S 15 MG  
Blood urine present  
Chest pain  
Drug withdrawal syndrome  
Fluid retention  
Mobility decreased  
Pain  
Psoriasis  
Raynaud's phenomenon  
Transurethral prostatectomy  
6120421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2006 6120421 EXPEDITED (15-DAY) Y OT FRWYE588208AUG06 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ocular hypertension EFFEXOR XR S ORAL 75 MG TOTAL DAILY

ORAL
 

Madarosis BETOPTIC C  
Hypertension AMLODIPINE BESYLATE C  
Alopecia  
Condition aggravated  
Mydriasis  
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Detailed Report
4137632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2006 4137632 EXPEDITED (15-DAY) OT HQWYE550121APR04 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Physical assault EFFEXOR S ORAL "INCREASED DOSES

OF 300 MG A DAY"
ORAL REDUCED
DOSAGE - SEE IMAGE

 

Condition aggravated PAROXETINE HYDROCHLORIDE S ORAL ORAL INCREASED
DOSAGE UNKNOWN

 

Suicidal ideation  
Suicide attempt  
Thinking abnormal  
6120692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2006 6120692 EXPEDITED (15-DAY) Y HO S06-SWE-03357-01 33 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Proctitis ulcerative CITALOPRAM HYDROBROMIDE S ORAL 20 MG QD PO  
Colitis EFFEXOR S 75 MG QD PO  
Haematochezia CLARITIN C  
Colitis ulcerative PULMICORT FLEXHALER C  
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Detailed Report
6122471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2006 6122471 EXPEDITED (15-DAY) Y HO,RI E2020-00357-SPO-US 75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor ARICEPT S ORAL 10 MG, 1 IN 1 D, ORAL  
Sedation GEODON S ORAL 20 MG, 1 IN 1 D, ORAL  
Cerebrovascular accident ZOLOFT S SEE IMAGE  
VIIth nerve paralysis LORAZEPAM S 1 MG,  
Neologism WELLBUTRIN SR S ORAL 150 MG, ORAL  
Speech disorder REMERON S 15 MG,  
Constricted affect EFFEXOR XR S  
Depressed mood PLAVIX C  
Poverty of thought content ASPIRIN C  
Perseveration TOPROL XL C  
Delusion DIGOXIN (DIGOXIN) C  
Paranoia ZOCOR C  
Dehydration  
Dyskinesia  
Extrapyramidal disorder  
Hypotension  
Lethargy  
Loss of consciousness  
Syncope  

6083473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2006 6083473 EXPEDITED (15-DAY) Y DS FRWYE795526JUN06 73 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Back pain EFFEXOR S ORAL 50 MG 2X PER 1 DAY

ORAL
 

Gait disturbance LITHIUM CARBONATE C  
Spinal fracture  
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Detailed Report
6121878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2006 6121878 EXPEDITED (15-DAY) Y DE DEWYE704715AUG06 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death VENLAFAXINE HYDROCHLORIDE S  

TAVOR (LORAZEPAM) C  
6121880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2006 6121880 EXPEDITED (15-DAY) N HO AUWYE608609AUG06 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucinations, mixed EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
1 DAY

Abnormal behaviour  
Amnesia  
Insomnia  
Road traffic accident  
6121901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2006 6121901 EXPEDITED (15-DAY) Y HO FRWYE721517AUG06 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

DEPAKOTE S ORAL 1500MG THEN 500 MG
DAILY ORAL

161 DAY

RISPERDAL S ORAL 2 MG 1X PER 1 DAY
ORAL

153 DAY

XANAX C  
DIOSMIN C  
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Detailed Report
6174877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2006 6174877 NON-EXPEDITED Y HO,OT 2006041362 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis NORVASC S ORAL 10 MG (10 MG,DAILY,

INTERVAL: EVERY
DAY),ORAL

 

Blood alkaline phosphatase increased ARICEPT S ORAL 10 MG (10 MG,DAILY,
INTERVAL: EVERY
DAY),ORAL

 

ZOCOR S ORAL 40 MG (40 MG,DAILY,
INTERVAL: EVERY
DAY),ORAL

 

ASA (ACETYLSALICYLIC ACID) S ORAL 81 MG (81 MG,DAILY,
INTERVAL: EVERY
DAY),ORAL

 

EFFEXOR XR S ORAL 75 MG (75 MG,DAILY,
INTERVAL: EVERY
DAY),ORAL

 

LISINOPRIL (LISINOPRIL) S ORAL 20 MG (20 MG,DAILY,
INTERVAL: EVERY
DAY),ORAL

 

PLAVIX C  
SYNTHROID C  
METOPROLOL TARTRATE C  
VITAMIN B12 C  
VITAMIN E C  

6098084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2006 6098084 EXPEDITED (15-DAY) Y OT BEWYE218118JUL06 36 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomania EFFEXOR S ORAL 75 MG 1X PER 1 DAY;

ORAL
55 DAY

Overdose TRAZODONE HYDROCHLORIDE S ORAL 1/4 TABLET A DAY;
ORAL
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Detailed Report
6121813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2006 6121813 DIRECT Y HO,OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delayed recovery from anaesthesia PROPOFOL S  
Discomfort VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG DAILY PO  
Asthenopia  
Convulsion  
Enzyme abnormality  
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Detailed Report
5965673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2006 5965673 EXPEDITED (15-DAY) Y OT HQWYE103414MAR05 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Depression PAXIL CR S 25 MG 1X PER 1 DAY  
Nervousness ALAVERT ALLERGY C  
Confusional state CALCIUM C  
Agitation CLONIDINE TRANSDERMAL

SYSTEM
C  

Cerebral disorder  
Communication disorder  
Condition aggravated  
Crying  
Dizziness  
Drug ineffective  
Drug withdrawal syndrome  
Dry skin  
Fear  
Hypothyroidism  
Impaired work ability  
Libido increased  
Migraine  
Paraesthesia  
Paranoia  
Social avoidant behaviour  
Suicidal ideation  
Unevaluable event  
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Detailed Report
6124859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2006 6124859 EXPEDITED (15-DAY) Y OT HQWYE578116AUG06 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S 75 MG 1X PER 1 DAY  
6128440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Aug-2006 6128440 EXPEDITED (15-DAY) Y DE USA-2006-0024982 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death OXYCONTIN S  

EFFEXOR S  

6116930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2006 6116930 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0606250A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tinnitus WELLBUTRIN XL S ORAL  GLAXOSMITHKLINE
Hyperhidrosis EFFEXOR XR S  
Dry mouth  
6116984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2006 6116984 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0608075A

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash WELLBUTRIN XL S ORAL 150MG Per day 3 WEEK GLAXOSMITHKLINE
Pruritus EFFEXOR S  
Decreased appetite ORTHO-NOVUM C  
Product quality issue  
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Detailed Report
6119375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2006 6119375 EXPEDITED (15-DAY) Y HO,OT S06-USA-03204-01 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension LEXAPRO S ORAL 5 MG QD PO  
Coagulopathy EFFEXOR S  
Transient ischaemic attack UNSPECIFIED INGREDIENT C  
6120028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2006 6120028 EXPEDITED (15-DAY) Y HO,DS GBWYE682611AUG06 59 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 37.5 MG, FREQUENCY

UNKNOWN; ORAL; 75
MG 1X PER 1 DAY;
ORAL

687 DAY

Blood pressure increased  
Head injury  
Heart rate irregular  
Ventricular arrhythmia  
Vertigo positional  
6125353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2006 6125353 EXPEDITED (15-DAY) HO,OT HQWYE530115AUG06 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal respiratory distress syndrome EFFEXOR S TRANSPLACENTAL SEE IMAGE  
Apgar score low  
Dyskinesia neonatal  
Hypoglycaemia neonatal  
Hypotonia neonatal  
Maternal exposure during pregnancy  
Neonatal aspiration  
Poor sucking reflex  
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Detailed Report
6125358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2006 6125358 EXPEDITED (15-DAY) Y HO 060818-0000769 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia TRANXENE T-TAB S ORAL 50 MG; QD; PO  
Ecchymosis VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG; PO  

CYAMEMAZINE S ORAL 100 MG; QD; PO  
DEPAKOTE S ORAL 2 GM; QD; PO  
ENOXAPARIN SODIUM C  

6428941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2006 6428941 NON-EXPEDITED N US017091 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea WELLBUTRIN XL S ORAL 300MG Per day 6 MTH GLAXOSMITHKLINE
Dizziness ACTIQ S BUCCAL 200MG Four times per

day
 

DURAGESIC S TRANSDERMAL 100MCG Twenty four
times per day

 

EFFEXOR XR S ORAL 300MG Per day  
CYMBALTA C  
NORVASC C  
TRAZODONE HYDROCHLORIDE C  
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Detailed Report
6117471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2006 6117471 EXPEDITED (15-DAY) HO FR-
AVENTIS-200612923FR

55 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia LOVENOX S SUBCUTANEOUS  AVENTIS
Thrombocytopenia OMEPRAZOLE S  

DEROXAT S ORAL  
BISOPROLOL FUMARATE S ORAL  
DIGOXIN S ORAL  
EFFEXOR S ORAL  
CO-DAFALGAN C  
XANAX C  
ZOPICLONE C  

6123841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2006 6123841 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAILY PO  
Affective disorder  
Anger  
Arthralgia  
Dizziness  
Marital problem  
Nightmare  
Thinking abnormal  
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Detailed Report
6125995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2006 6125995 EXPEDITED (15-DAY) N DE HQWYE662217AUG06 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S  
Abnormal behaviour  
Aggression  
Anger  
Asphyxia  
Completed suicide  
Disorientation  
Hallucination, auditory  
Mood swings  

6109577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2006 6109577 EXPEDITED (15-DAY) Y HO,OT DEWYE428231JUL06 71 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block first degree VENLAFAXINE HYDROCHLORIDE S ORAL 100 CAPSULES

(OVERDOSE MAOUNT
7500MG, ORAL

1 DAY

Blood creatine phosphokinase increased MELPERONE S ORAL 100 TABLETS
(OVERDOSE AMOUNT
2500MG), ORAL

1 DAY

Bradycardia MEMANTINE HYDROCHLORIDE S ORAL 100 TABLETS
(OECVRDOSE
AMOUNT 1000MG,
ORAL

1 DAY

Vomiting REMERON S ORAL 100 TABLETS
(OVERDOSE AMOUNT
3000MG), ORAL

1 DAY

Aspiration  
Coma  
Intentional overdose  
Suicide attempt  
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Detailed Report
6118600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2006 6118600 EXPEDITED (15-DAY) N HO FR-GLAXOSMITHKLINE-
B0434787A

55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia DEROXAT S ORAL 20MG Per day  GLAXOSMITHKLINE
Thrombocytopenia OMEPRAZOLE S 4 DAY GLAXOSMITHKLINE
Blood iron decreased LOVENOX S SUBCUTANEOUS 2U3 Per day  

BISOPROLOL FUMARATE S ORAL 1.25MG per day  
DIGOXIN S ORAL .25MG per day  GLAXOSMITHKLINE
EFFEXOR S ORAL  
XANAX S  
ZOPICLONE S  
ACETAMINOPHEN\CODEINE
PHOSPHATE

S  

6123383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2006 6123383 DIRECT N OT,RI 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR XR S ORAL 1 CAPSULE DAILY PO  WYETH
Drug dependence  
Drug withdrawal syndrome  
Feeling of body temperature change  
Hunger  
Hyperphagia  
Impaired work ability  
Maternal exposure during pregnancy  
Mood altered  
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Detailed Report
6126425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2006 6126425 EXPEDITED (15-DAY) Y OT CAWYE302220JUL06 30 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG OD ORAL 240 DAY
Drug interaction TYLENOL WITH CODEINE S ORAL 1 OR 2 TABLET(S)

EVERY 4 HOURS AS
NEEDED ORAL

 

Panic attack MIRTAZAPINE (MIRTAZAPINE) C  
Anxiety  
6126601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2006 6126601 EXPEDITED (15-DAY) Y HO,OT HQWYE802322AUG06 35 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL TEN 75 MG CAPSULES

(OVERDOSE AMOUNT
750 MG)

1 DAY

Suicide attempt ALCOHOL S 1 DAY
Nausea  
Toxicity to various agents  

6127643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2006 6127643 EXPEDITED (15-DAY) Y HO ITWYE782925AUG06 74 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Herpes zoster EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
200 DAY

Agranulocytosis XANAX S ORAL 20 DROP 1X PER 1
DAY ORAL

205 DAY

Lymphocyte percentage increased  
Monocyte percentage increased  
Unevaluable event  
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Detailed Report
6673716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2006 6673716 EXPEDITED (15-DAY) HO 2006CG01379 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia OMEPRAZOLE S ORAL 4 DAY
Thrombocytopenia LOVENOX S SUBCUTANEOUS  

DEROXAT S ORAL  
BISOPROLOL FUMARATE S  
DIGOXINE S ORAL  
EFFEXOR S ORAL  
XANAX S  
ZOPICLONE S  
ACETAMINOPHEN AND CODEINE S  
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Detailed Report
6112609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2006 6112609 EXPEDITED (15-DAY) Y OT S06-UKI-03098-01 41 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder CITALOPRAM HYDROBROMIDE S  
Ageusia MIRTAZAPINE S  
Anosmia VENLAFAXINE HYDROCHLORIDE S  
Paraesthesia RABEPRAZOLE SODIUM C  
Muscle spasms ATENOLOL C  
Abnormal dreams  
Agitation  
Back pain  
Confusional state  
Diarrhoea  
Dizziness  
Feeling hot  
Hallucination  
Headache  
Hyperhidrosis  
Hypoaesthesia  
Influenza like illness  
Malaise  
Personality change  
Serotonin syndrome  
Somnolence  
Visual acuity reduced  
Wheezing  
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Detailed Report
6125205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2006 6125205 DIRECT Y HO,DS,LT,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thyroid disorder ZOLOFT S ORAL 100 MG.  TWICE DAILY

PO
 

Attention deficit/hyperactivity disorder EFFEXOR S ORAL 150 MG.  TWICE DAILY
PO

 

Abnormal behaviour  
Alcohol use  
Amnesia  
Bipolar disorder  
Condition aggravated  
Depression  
Hormone level abnormal  
Ill-defined disorder  
Imprisonment  
Mania  
Maternal exposure before pregnancy  
Panic attack  
Personality change  
Pregnancy  
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Detailed Report
6125222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2006 6125222 DIRECT N HO,LT,OT,RI 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S 150 MGS.  3 TIMES A

DAY 450M
 WYETH

Anxiety  
Depression  
Dizziness  
Mania  
Panic attack  
Suicidal ideation  
Suicide attempt  
6127690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2006 6127690 EXPEDITED (15-DAY) N HO,DS HQWYE970625AUG06 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR S ORAL 25 MG, ORAL  
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Incoherent LIPITOR C  
Vomiting projectile MULTIVITAMINS (ASCORBIC

ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/RETINOL/
RIBOFLAVIN/THI

C  

Drug withdrawal syndrome CALCIUM GLUCONATE C  
Unevaluable event FISH OIL, HYDROGENATED C  
Condition aggravated ATENOLOL C  
Joint lock HYDROCHLOROTHIAZIDE C  
Cerebrovascular accident  
Impaired driving ability  
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Detailed Report
6127920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Sep-2006 6127920 EXPEDITED (15-DAY) Y HO FRWYE237615DEC05 82 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral haematoma EFFEXOR S ORAL SEE IMAGE  
Vertigo ASPIRIN S ORAL ORAL  
Confusional state UNSPECIFIED INGREDIENT S ORAL ORAL  
Fall UNSPECIFIED INGREDIENT C  
Haemorrhagic stroke XANAX C  

ZOLPIDEM TARTRATE C  
MODOPAR (BENSERAZIDE
HYDROCHLORIDE/LEVODOPA)

C  

PERMIXON (SERENOA REPENS) C  
HEPTANOIC ACID C  

6125815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2006 6125815 DIRECT N DE 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR S 150 MG   NIGHTLY  WYETH
Abnormal behaviour  
Completed suicide  
Feeling abnormal  
Gun shot wound  
Homicidal ideation  
Mental impairment  
Personality change  
Suicidal ideation  
Victim of homicide  
Viral infection  
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Detailed Report
6129462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2006 6129462 EXPEDITED (15-DAY) N OT HQWYE978625AUG06 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Dysphemia ALBUTEROL (SALBUTAMOL) C  
Speech disorder IPRATRIUM BROMIDE

(IPRATROPIUM BROMIDE)
C  

Head titubation ATIVAN C  
Multiple sclerosis ADVAIR (FLUTICASONE

PROPINOATE/SALEMTEROL
XINAFOATE)

C  

No therapeutic response  
6129524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2006 6129524 EXPEDITED (15-DAY) N DS,OT HQWYE266526OCT05 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Asthenia SYNTHROID C  
Tremor LORAZEPAM C  
Crying NORVASC C  
Apathy  
Cognitive disorder  
Condition aggravated  
Drug ineffective  
Impaired driving ability  
Impaired work ability  
Nerve injury  
Nervousness  
Social avoidant behaviour  
Somnolence  
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Detailed Report
6129856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2006 6129856 EXPEDITED (15-DAY) HO HQWYE848122AUG06 75 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S SEE IMAGE 34 DAY
Psychotic disorder ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
S  

Medication error HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

S  

Drug ineffective LISINOPRIL (LISINOPRIL) S  
Blood chloride decreased AMLODIPINE C  
Blood osmolarity decreased PRAVASTATIN C  
Incorrect drug administration duration  
6135299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2006 6135299 EXPEDITED (15-DAY) Y OT GBWYE314921JUL06 26 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S  
Hyperacusis  
Pain  
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Detailed Report
6130447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2006 6130447 EXPEDITED (15-DAY) Y HO,OT 2006100504 75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sedation GEODON S ORAL 20 MG (1 IN 1 D), ORAL  
Cerebrovascular accident ZOLOFT S SEE IMAGE  
Neologism LORAZEPAM S 1 MG,  
Mood altered ARICEPT S ORAL 10 MG (1 IN 1 D), ORAL  
Depressed mood WELLBUTRIN SR S ORAL 150 MG (1 IN 1 D),

ORAL
 

Poverty of thought content REMERON S 15 MG (1 IN 1 D),  
Delusion EFFEXOR S  
Syncope PLAVIX C  
Loss of consciousness ASPIRIN C  
Dehydration TOPROL XL C  
Dyskinesia DIGOXIN (DIGOXIN) C  
Muscle twitching ZOCOR C  
Extrapyramidal disorder  
Lethargy  
Orthostatic hypotension  
Paranoia  
Tremor  
6131173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2006 6131173 EXPEDITED (15-DAY) Y HO 2006103851 74 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Herpes zoster XANAX S ORAL 20 DROP, 3 IN 1 D,

ORAL
 

Agranulocytosis EFFEXOR S ORAL 1 UNIT (1 IN 1 D), ORAL  
GABAPENTIN (GABAPENTIN) C  
BRIVUDINE (BRIVUDINE) C  
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Detailed Report
6123913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2006 6123913 EXPEDITED (15-DAY) Y HO,OT HQWYE409114AUG06 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coronary artery dissection EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Arteriospasm coronary  
6125799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2006 6125799 EXPEDITED (15-DAY) N HO CAWYE747621AUG06 75 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL ORAL  
Condition aggravated OXYCODONE (OXYCODONE) C  
Neck pain CELEBREX C  
Aphonia SYNTHROID C  
Depression ESTRACE C  
Weight decreased SEROQUEL C  
Psychiatric symptom COLACE C  
Disease recurrence CALCIUM C  

VITAMIN D (ERGOCALCIFEROL) C  
6127258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2006 6127258 DIRECT Y LT,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sexual dysfunction EFFEXOR XR S ORAL 75 MG   Q 24   PO  
Crying  
Emotional disorder  
Fatigue  
Personality change  
Suicidal ideation  
Therapy cessation  
Thinking abnormal  
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Detailed Report
6132662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2006 6132662 EXPEDITED (15-DAY) Y OT DEWYE788828AUG06 85 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG DAILY, ORAL  
Delirium PRAXITEN PLIVA (OXAZEPAM)

(OXAZEPAM)
C  

Hallucination  
Paranoia  
6135090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2006 6135090 EXPEDITED (15-DAY) OT CAWYE797429AUG06 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG OD ORAL  
Suicidal ideation  
6135700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2006 6135700 EXPEDITED (15-DAY) Y HO 6025146 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaemia BISOPROLOL FUMARATE S ORAL 1.25 MG (1.25 MG, 1 D)

- LONG TERM
 

Thrombocytopenia MOPRAL (OMEPRAZOLE) S 3 DAY
LOVENOX S SUBCUTANEOUS 2 MU (2 MU, 1D)

SUBCUTANEOUS
 

PAROXETINE HYDROCHLORIDE S ORAL 20 MG (20 MG, 1 D)
ORAL

 

DIGOXIN S ORAL 0.25 MG (0.25 MG, 1D)
ORAL - LONG TERM

 

EFFEXOR S ORAL (1D) ORAL - LONG
TERM

 

XANAX C  
DAFALGAN CODEINE (CODEINE
PHOSPHATE, PARACETAMOL)

C  

IMOVANE (ZOPICLONE) C  
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Detailed Report
6126806FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2006 6126806 EXPEDITED (15-DAY) N OT AUWYE768424AUG06 64 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY

ORAL
3 YR

Arrhythmia supraventricular  
Cardiomegaly  
Supraventricular tachycardia  
6136968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2006 6136968 EXPEDITED (15-DAY) Y OT CHWYE830401SEP06 19 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
181 DAY

Abortion spontaneous incomplete VALPROATE SODIUM S ORAL 0.3 G 2X PER 1 DAY
ORAL

181 DAY

Maternal exposure during pregnancy  
Unintended pregnancy  

6132773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2006 6132773 DIRECT N OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG EVERY DAY

PO
2 YR WYETH

Nightmare NUVARING C  
Hunger ALLEGRA C  
Coordination abnormal NASONEX C  
Chills  
Myalgia  
Paraesthesia  
Pyrexia  
Treatment noncompliance  
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Detailed Report
6134684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2006 6134684 EXPEDITED (15-DAY) Y HO 2006105899 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia LYRICA S ORAL 600 MG DAILY ORAL  
Dysaesthesia VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG DAILY ORAL  
Depression  
Neuralgia  
6135954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2006 6135954 EXPEDITED (15-DAY) Y OT HQWYE246201SEP06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood testosterone increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Menorrhagia WELLBUTRIN XL S 300 MG 1X PER 1 DAY  
Drug withdrawal syndrome  
Suicidal ideation  
6135957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2006 6135957 EXPEDITED (15-DAY) N OT HQWYE186731AUG06 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL ORAL  
Fatigue ALCOHOL (ETHANOL) S 3 BEERS AND SOME

VODKA
 

Alcohol interaction  
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Detailed Report
6135959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2006 6135959 EXPEDITED (15-DAY) Y HO HQWYE182931AUG06 8 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 225 M G 1X PER 1

DAY,
TRANSPLACENTAL

 

Hypokinesia neonatal ZOFRAN C  
Feeding disorder neonatal UNSPECIFIED VITAMINS

(UNSPECIFIED VITAMINS)
C  

Brain injury  
Cerebrovascular accident  
Convulsion neonatal  
Crying  
Ischaemia  
Neonatal anoxia  
Neonatal disorder  
Neonatal respiratory arrest  
6136332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2006 6136332 EXPEDITED (15-DAY) N OT HQWYE300705SEP06 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL SEE IMAGE  
Self-injurious ideation RISPERDAL C  

VIAGRA C  
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Detailed Report
6136402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2006 6136402 EXPEDITED (15-DAY) Y HO,OT HQWYE966006JUN06 32 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

OF 273, 75 MG
CAPSULES

 

Generalised tonic-clonic seizure ALCOHOL (ETHANOL) S  
Vertigo ZYPREXA S ORAL TAKEN

OCCASIONALLY
 

Pyrexia LITHIUM (LITHIUM) C  
Palpitations LEVOTHYROXINE SODIUM C  
Abdominal pain  
Alcohol use  
Blood glucose decreased  
Confusional state  
Diarrhoea  
Dyspepsia  
Fall  
Hallucination, visual  
Headache  
Loss of consciousness  
Pelvic pain  
pH urine increased  
Premenstrual syndrome  
Protein total decreased  
Red blood cells CSF positive  
Renal failure acute  
Rhabdomyolysis  
Stress  
Suicide attempt  
Tachycardia  

Page: 1,997 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5884844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 5884844 EXPEDITED (15-DAY) HO,OT HQWYE267607SEP05 27 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE S ORAL SEE IMAGE 8 DAY
Drug eruption CEFPIROME SULFATE S INTRAVENOUS 1 G DAILY (DRIP

INFUSION)
1 DAY

No therapeutic response ACETAMINOPHEN S ORAL 1200 MG 1X PER 1
DAY

3 DAY

Acute tonsillitis CODEINE PHOSPHATE (CODEINE
PHOSPHATE)

S ORAL 3% 3 G DAILY 2 DAY

Oropharyngeal pain CLINDAMYCIN HYDROCHLORIDE S INTRAVENOUS 600 MG DAILY, DRIP
INFUSION

1 DAY

MEIACT (CEFDITOREN PIVOXIL) S ORAL 300 MG 1X PER 1 DAY 2 DAY
AMBROXOL HYDROCHLORIDE S ORAL 45 MG 1X PER 1 DAY 2 DAY
POLARAMINE S ORAL 6 MG 1 X PER 1 DAY 2 DAY
AMOXICILLIN TRIHYDRATE S ORAL 750 MG 1X PER 1 DAY 2 DAY
SLO-BID S ORAL 100 MG 1X PER 1 DAY 2 DAY
PURSENNID (SENNA LEAF) C  
BROTIZOLAM (BROTIZOLAM) C  
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Detailed Report
6058237FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6058237 EXPEDITED (15-DAY) Y HO FRWYE620315MAY06 46 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol withdrawal syndrome EFFEXOR XR S ORAL 75 MG TOTAL DAILY  
Generalised tonic-clonic seizure ALCOHOL (ETHANOL) S ORAL  
Cerebral atrophy VALIUM S ORAL 5 MG 1X PER 1 DAY 11 DAY
Postictal state ACEPROMETAZINE

\MEPROBAMATE
C  

Confusional state EQUANIL C  
INEXIUM (ESOMEPRAZOLE) C  
BEVITINE (THIAMINE
HYDROCHLORIDE)

C  

REVIA C  
ASPIRIN C  
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Detailed Report
6067238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6067238 EXPEDITED (15-DAY) Y HO PHBS2006US08567 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome METHYLPHENIDATE

HYDROCHLORIDE
S UNKNOWN 10 mg 2 doses 3 hours

apart
 NOVARTIS

Confusional state ESCITALOPRAM OXALATE S UNKNOWN  
Hallucination VENLAFAXINE S UNKNOWN 225 mg/d  
Hyperventilation GABAPENTIN C UNKNOWN  
Pyrexia LAMOTRIGINE C UNKNOWN 125 mg, BID  
Blood pressure increased LAMOTRIGINE C UNKNOWN 50 mg, BID  
Asthenia TRAZODONE HYDROCHLORIDE C UNKNOWN 100 mg, QHS  
Tremor MIRTAZAPINE C UNKNOWN for 3 days  
Chest pain  
Dizziness  
Fall  
Flushing  
Headache  
Heart rate increased  
Lethargy  
Muscle rigidity  
Pallor  
Pharyngeal erythema  
6124687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6124687 EXPEDITED (15-DAY) Y DE GBWYE746621AUG06 44 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden cardiac death EFFEXOR S ORAL ORAL  
Arteriosclerosis coronary artery  
Myocardial ischaemia  
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Detailed Report
6126540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6126540 EXPEDITED (15-DAY) Y DE,HO US-
JNJFOC-20060902013

30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN S  
Intentional overdose ACETAMINOPHEN S  
Multi-organ failure CLONAZEPAM S  

VENLAFAXINE HYDROCHLORIDE S  
PRAZOSIN S  
UNSPECIFIED INGREDIENT S  

6134834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6134834 DIRECT N OT 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S 75 MG ONCE DAILY  WYETH
Abdominal pain upper  
Diarrhoea  
Dizziness  
Fatigue  
Nausea  
Nervous system disorder  
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Detailed Report
6136079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6136079 EXPEDITED (15-DAY) Y OT GBWYE775324AUG06 72 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis EFFEXOR XR S ORAL ORAL; 75 MG 1X PER 1

DAY ORAL
2 YR

EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY
ORAL

 

WARFARIN SODIUM C  
SALBUTAMOL (SALBUTAMOL) C  
ATENOLOL (ATENOLOL) C  
ADALAT - SLOW RELEASE
(NIFEDIPINE)

C  

SIMVASTATIN C  
6136475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6136475 EXPEDITED (15-DAY) Y HO,DS,OT NLWYE853205SEP06 24 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyskinesia EFFEXOR XR S 75 MG 1X PER 1 DAY 4 DAY

DIAZEPAM (DIAZEPAM) C  

Page: 2,002 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6137061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6137061 EXPEDITED (15-DAY) Y OT HQWYE256101SEP06 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Impulsive behaviour WELLBUTRIN XL C  
Abnormal behaviour  
Alcohol poisoning  
Amnesia  
Imprisonment  
Intentional self-injury  
Physical assault  
Suicidal ideation  
Suicide attempt  
Thermal burn  
6137068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6137068 EXPEDITED (15-DAY) N OT HQWYE256301SEP06 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Headache TOPAMAX S  
Skin discolouration TRAZODONE HYDROCHLORIDE C  
Alopecia  
Condition aggravated  
Insomnia  
Paraesthesia  
Psychomotor hyperactivity  
Stress  
Suicide attempt  
Weight decreased  
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Detailed Report
6137910FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6137910 EXPEDITED (15-DAY) Y HO,OT HQWYE312305SEP06 30 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL 28, 150 MG CAPSULES

(OVERDOSE AMOUNT)
1 DAY

Intentional overdose SEROQUEL S 10 TABLETS
(OVERDOSE AMOUNT)

1 DAY

6138191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6138191 EXPEDITED (15-DAY) Y HO DEWYE882811SEP06 42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 30 CAPSULES

(OVERDOSE AMOUNT
2250 MG)

1 DAY

Mydriasis ALCOHOL (ETHANOL) S ORAL UNKNOWN
OVERDOSE AMOUNT

 

Aggression VALPROIC ACID S ORAL 42 TABLETS
(OVERDOSE AMOUNT
12600 MG)

1 DAY

Agitation  
Alcohol poisoning  
Intentional overdose  
Suicide attempt  
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Detailed Report
6138226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2006 6138226 EXPEDITED (15-DAY) Y HO GBWYE635818MAY06 68 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY  
Somnolence AMLODIPINE C  
Dysarthria MEBEVERINE (MEBEVERINE) C  

LISINOPRIL (LISINOPRIL) C  
FUROSEMIDE C  
LANSOPRAZOLE
(LANSOPRAZOLE)

C  

LATANOPROST C  
SIMVASTATIN C  
DORZOLAMIDE (DORZOLAMIDE) C  
CO-DANTHRUSATE (DANTRON/
DOCUSATE SODIUM)

C  

6114361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2006 6114361 EXPEDITED (15-DAY) Y HO S06-GER-03133-01 70 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma MEMANTINE HYDROCHLORIDE S ORAL 1000 MG ONCE PO  
Aspiration MELPERONE HYDROCHLORIDE S ORAL 2500 MG ONCE PO  
Atrioventricular block first degree REMERON S ORAL 3000 MG ONCE PO  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 7500 MG ONCE PO  
Blood creatine phosphokinase increased  
Bradycardia  
C-reactive protein increased  
Vomiting  
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6127760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2006 6127760 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20060902605

42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN S ORAL  
Cardio-respiratory arrest ACETAMINOPHEN S ORAL  

VENLAFAXINE HYDROCHLORIDE S  
AMITRIPTYLINE S  

6138348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2006 6138348 EXPEDITED (15-DAY) Y OT GBWYE902312SEP06 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Macular degeneration EFFEXOR XR S  
6138350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2006 6138350 EXPEDITED (15-DAY) Y HO,OT AUWYE894212SEP06 71 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subdural haemorrhage EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

6139341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2006 6139341 EXPEDITED (15-DAY) Y HO FRWYE859105SEP06 52 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic stroke EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Cerebral haematoma  
Epilepsy  
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6127717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2006 6127717 EXPEDITED (15-DAY) Y HO,OT HQWYE952224AUG06 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angina pectoris EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Dizziness LIPITOR C  
Discomfort GLYBURIDE (GLIBENCLAMIDE) C  
Hyperhidrosis METFORMIN HYDROCHLORIDE C  
Anxiety IMDUR C  
Nervousness NORVASC C  
Muscle twitching TOPROL XL C  
Respiratory rate increased LISINOPRIL (LISINOPRIL) C  
Myocardial ischaemia ACETYLSALICYLIC ACIDC C  

TYLENOL ARTHRITIS PAIN
(ACETAMINOPHEN)

C  

6128905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2006 6128905 EXPEDITED (15-DAY) Y HO FR-SANOFI-
SYNTHELABO-
A02200602247

77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium STILNOX S ORAL UNK  
Incoherent METFORMIN HYDROCHLORIDE S ORAL 1700 mg  
Agitation HYDROCHLOROTHIAZIDE

\VALSARTAN
S ORAL  

Insomnia EFFEXOR S ORAL UNK 17 DAY
Hypophagia CIPROFIBRATE S ORAL  
Condition aggravated  
Persecutory delusion  
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6135028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2006 6135028 EXPEDITED (15-DAY) Y HO HQ1848116APR2002 54 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory tract infection EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Skin infection MICARDIS HCT (TELMISARTAN/
HYDROCHLOROTHIAZIDE)

C  

Disease recurrence AMLODIPINE C  
6138316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2006 6138316 EXPEDITED (15-DAY) Y HO,OT GXKR2006CA05491 19 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE S 150 MG, QD  
Bipolar II disorder ACETAMINOPHEN S  
Insomnia ZOPICLONE C  
Brief psychotic disorder, with postpartum onset QUETIAPINE C  
6140038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2006 6140038 EXPEDITED (15-DAY) Y OT HQWYE566212SEP06 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S 75 MG 1X PER 1 DAY,

UNKNOWN
 

Drug ineffective UNSPECIFIED INGREDIENT S  
Self-injurious ideation ZOCOR C  
Psychiatric symptom BONIVA (IBANDRONATE SODIUM) C  
Emotional distress XANAX C  

HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  
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6129594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2006 6129594 EXPEDITED (15-DAY) Y HO PHRM2006FR02519 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delusion HYDROCHLOROTHIAZIDE

\VALSARTAN
S ORAL 1 tablet daily  NOVARTIS

Incoherent STILNOX S ORAL  
Emotional disorder CIPROFIBRATE S ORAL 100 mg, QD  
Suspiciousness METFORMIN HYDROCHLORIDE S ORAL 1700 mg daily  
Agitation EFFEXOR S 24480 MIN
Eating disorder  
Insomnia  
6129629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2006 6129629 EXPEDITED (15-DAY) Y DE,HO US-
JNJFOC-20060902604

35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN

\DIPHENHYDRAMINE
S ORAL  

Intentional overdose NORTRIPTYLINE
HYDROCHLORIDE

S  

Pneumonia aspiration ACTIVATED CHARCOAL S  
VENLAFAXINE HYDROCHLORIDE S  

6140013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2006 6140013 EXPEDITED (15-DAY) N OT HQWYE490108SEP06 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cough EFFEXOR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Mycobacterium avium complex infection KLONOPIN C  
Chest discomfort ESTROGEN NOS (ESROGEN

NOS)
C  

Breath sounds abnormal  
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6111708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2006 6111708 NON-EXPEDITED Y HO FR-
JNJFOC-20060802773

29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased RISPERDAL S ORAL 153 DAY

DEPAKOTE S ORAL  
DEPAKOTE S ORAL  
EFFEXOR S ORAL  
XANAX C UNKNOWN  
DAFLON C UNKNOWN  

6139972FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2006 6139972 EXPEDITED (15-DAY) N DS HQWYE082729AUG06 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S SEE IMAGE  
Confusional state  
Diarrhoea  
Dizziness  
Drug withdrawal syndrome  
Feeling of body temperature change  
Headache  
Hunger  
Hyperhidrosis  
Insomnia  
Maternal exposure during pregnancy  
Mood altered  
Paraesthesia  
Tremor  
Vomiting  

Page: 2,010 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6119389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6119389 EXPEDITED (15-DAY) OT CAWYE688711AUG06 19 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL SEE IMAGE, ORAL  
Crying  
Drug withdrawal syndrome  
Hostility  
Insomnia  
Paraesthesia  
6131188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6131188 EXPEDITED (15-DAY) Y HO FR-BRISTOL-MYERS
SQUIBB
COMPANY-13509997

77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium METFORMIN HYDROCHLORIDE S ORAL  BRISTOL MYERS SQUIBB

ZOLPIDEM S ORAL  
EFFEXOR S ORAL  
VALSARTAN S ORAL  
CIPROFIBRATE S ORAL  
ZYPREXA S  
DEROXAT S  
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6131679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6131679 EXPEDITED (15-DAY) Y HO AT-
MERCK-0609USA03032

75 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression HYDRODIURIL S ORAL  MERCK
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S UNKNOWN 2 WEEK
Confusional state VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Cognitive disorder LISINOPRIL C UNKNOWN  
Blood chloride decreased AMLODIPINE BESYLATE C UNKNOWN  
Treatment noncompliance PRAVASTATIN SODIUM C UNKNOWN  
Incorrect dose administered ASPIRIN C UNKNOWN  
6138034FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6138034 DIRECT N OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG  DAILY  PO  WYETH
Anxiety  
Condition aggravated  
Depression  
Psychomotor skills impaired  
6138357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6138357 DIRECT Y CA < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S  
Brachydactyly  
Congenital foot malformation  
Limb malformation  
Talipes  
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Detailed Report
6140353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6140353 EXPEDITED (15-DAY) Y HO FLX20060008 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension FLUOXETINE S ORAL PO  
Sinus bradycardia AMITRIPTYLINE

HYDROCHLORIDE
S ORAL PO  

Loss of consciousness LORAZEPAM S ORAL PO  
Electrocardiogram QRS complex prolonged ACETAMINOPHEN

\HYDROCODONE
S  

Rhabdomyolysis OLANZAPINE S 10 MG  
Ischaemic hepatitis VENLAFAXINE S  
Overdose METOPROLOL SUCCINATE S  
Areflexia PANTOPRAZOLE S  
Blood pH increased  
Hepatic failure  
No therapeutic response  
PCO2 decreased  
PO2 increased  
Unresponsive to stimuli  
6141057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6141057 EXPEDITED (15-DAY) Y HO 6025512 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium METFORMIN S ORAL 1700 MG (850 MG, 2 IN

1 D) ORAL
 MERCK

Incoherent ZOLPIDEM S ORAL ORAL  
Sleep disorder EFFEXOR S ORAL ORAL 2 WEEK
No therapeutic response HYDROCHLOROTHIAZIDE

\VALSARTAN
S ORAL 80 MG (80 MG, 1 IN 1

D) ORAL
 

Agitation CIPROFIBRATE S ORAL 100 MG (100 MG, 1 IN 1
D) ORAL

 

Refusal of treatment by patient  
Serotonin syndrome  
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Detailed Report
6141526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6141526 EXPEDITED (15-DAY) Y HO DEWYE871407SEP06 37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature separation of placenta VENLAFAXINE HYDROCHLORIDE S 300 MG PER DAY  
Maternal exposure during pregnancy ENOXAPARIN SODIUM C  
Caesarean section  
Haemorrhage  
Placenta praevia  
Premature baby  
6141635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2006 6141635 EXPEDITED (15-DAY) Y HO FRWYE888411SEP06 53 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL SEE IMAGE, ORAL 87 DAY
Blood uric acid decreased INSULIN DETEMIR S  
Agitation INSULIN ASPART S  
Hypoglycaemic coma RISPERDAL C  
Convulsion ZOCOR C  
Overdose HALDOL C  

CYAMEMAZINE C  
DIHYDROERGOTAMINE
MESYLATE

C  

IMOVANE (ZOPICLONE) C  
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6117878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2006 6117878 EXPEDITED (15-DAY) Y DS,LT,OT HQWYE216509AUG06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Agitation  
Anxiety  
Dizziness  
Insomnia  
Nervous system disorder  
Paraesthesia  
Suicidal ideation  
6137290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2006 6137290 DIRECT Y 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis BACTRIM DS S ORAL 800/160 BID PO  
Chest discomfort VENLAFAXINE HYDROCHLORIDE S ORAL 150 QAM PO  
Pain PSEUDO 60/TRIPROLIDINE C  
6141256FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2006 6141256 EXPEDITED (15-DAY) Y DE,HO ESWYE912213SEP06 65 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperthermia VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Neuroleptic malignant syndrome ANAFRANIL S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

SEROQUEL S ORAL 100 MG 1X PER 1 DAY,
ORAL
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6126361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2006 6126361 EXPEDITED (15-DAY) N DS NLWYE464013MAR06 54 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tinnitus EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Tremor EFFEXOR S ORAL SEE MAGE  
Drug ineffective  
Feeling abnormal  
Libido decreased  
Micturition disorder  
Pupils unequal  
6134631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2006 6134631 EXPEDITED (15-DAY) Y OT CH-
ABBOTT-06P-151-03438
23-00

19 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous DEPAKENE S ORAL 180 DAY
Foetal growth restriction VENLAFAXINE HYDROCHLORIDE S ORAL 180 DAY
Unintended pregnancy  
6142398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2006 6142398 EXPEDITED (15-DAY) Y OT GBWYE326024JAN06 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S ORAL 75 MG 3X PER 1 DAY  
Pregnancy FERROUS SULFATE C  
Caesarean section  
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6142717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2006 6142717 EXPEDITED (15-DAY) Y DS GBWYE890511SEP06 54 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acidosis EFFEXOR S ORAL 25MG 92 DAY
Photosensitivity reaction ACICLOVIR C  
Hypersensitivity FLUCONAZOLE C  

OMEPRAZOLE C  
TAXOTERE C  

5939411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2006 5939411 EXPEDITED (15-DAY) Y DE HQWYE671022NOV05 20 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome CLONAZEPAM C  
Abdominal injury  
Chest injury  
Drug dependence  
Fall  
Feeling abnormal  
Formication  
Head injury  
Nightmare  
Pain  
Product quality issue  
Psychotic disorder  
Suicidal ideation  
Toothache  
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6135366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2006 6135366 EXPEDITED (15-DAY) Y OT BR-
JNJFOC-20060904574

28 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt TYLENOL S ORAL  
Intentional overdose TYLENOL S ORAL  
Somnolence CLONAZEPAM S  
Mydriasis MIDAZOLAM S  

LORATADINE S  
VENLAFAXINE HYDROCHLORIDE S  

6136105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2006 6136105 EXPEDITED (15-DAY) HO CAWYE864506SEP06 50 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL; SEE IMAGE;
SEVERAL YEARS

 

Speech disorder METHIMAZOLE C  
Amnesia  
Drug withdrawal syndrome  
Facial paresis  
Hypotonia  
Tinnitus  
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6142829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2006 6142829 DIRECT N OT 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG   DAILY   PO  WYETH
Loss of libido DEPAKOTE C  
Female sexual arousal disorder SEROQUEL C  
Inadequate lubrication WELLBUTRIN C  
Abdominal pain ORTHO TRI CYCLEN C  
Asthenia  
Crying  
Dizziness  
Feeling abnormal  
Mood swings  
Neurosis  
Paraesthesia  
Suicidal ideation  
6143886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2006 6143886 EXPEDITED (15-DAY) Y OT HQWYE74411SEP06 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Homicidal ideation NABUMETONE C  
HYDROXYZINE
HYDROCHLORIDE

C  
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6314730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2006 6314730 EXPEDITED (15-DAY) Y HO,OT CHWYE934715SEP06 87 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
3 YR

Disorientation ATENOLOL (ATENOLOL) C  
Aphasia ASPIRIN C  
Hallucination, visual CELLUVISC (CALCIUM CHLORIDE

DIHYDRATE/CARMELLOSE/
POTASSIUM CHLORIDE/SODIUM
CHLORIDE/SODIUM LACTATE)

C  

Confusional state PRED FORTE C  
Aphasia  

5855142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2006 5855142 EXPEDITED (15-DAY) Y OT HQWYE437225JUL05 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thinking abnormal EFFEXOR XR S ORAL SEE IMAGE  
Suicidal ideation LEVOXYL C  
Drug withdrawal syndrome  
Hypoaesthesia  
Insomnia  
Migraine  
Pain in extremity  
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6136570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2006 6136570 EXPEDITED (15-DAY) Y HO DE-BOEHRINGER
INGELHEIM
PHARMACEUTICALS,
INC.-2006-DE-05048DE

Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt ATROVENT S INHALATION unknown amount  BOEHRINGER INGELHEIM
Drug abuser AMISULPRIDE S ORAL unknown amount  
Alcohol use CARBAMAZEPINE S ORAL  
Gamma-glutamyltransferase increased DIAZEPAM S ORAL  ROXANE

TILIDINE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6142700FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2006 6142700 DIRECT DS,CA 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S 35 MG SECOND DOSE  
Disorientation  
Disturbance in attention  
Impaired work ability  
6143913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2006 6143913 EXPEDITED (15-DAY) N OT HQWYE934320SEP06 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 150 MG 3X PER 1 DAY,

ORAL
 

Drug effect decreased DEPAKOTE S ORAL 500 MG 3X PER 1 DAY,
ORAL

 

Impaired work ability LEXAPRO S ORAL 10 MG 3X PER 1 DAY,
ORAL

 

Morbid thoughts VISTARIL S ORAL 50 MG X 3-4 HS, ORAL  
ALCOHOL (ETHANOL) C  
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6137017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2006 6137017 EXPEDITED (15-DAY) Y LT 2006PK01901 99 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction SEROQUEL S ORAL  ZENECA
Coma PERFALGAN C INTRAVENOUS  
Bradypnoea NEXIUM C ORAL  
Miosis METOPROLOL TARTRATE C ORAL  
Diarrhoea COSAAR C ORAL  
Vomiting ASPIRIN CARDIO C ORAL  

BUPRENORPHINE
HYDROCHLORIDE

S SUBLINGUAL 2 DAY

EFFEXOR S ORAL  
VERAPAMIL HYDROCHLORIDE S ORAL  
OXAZEPAM S ORAL  

6144206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2006 6144206 EXPEDITED (15-DAY) Y OT NLWYE943218SEP06 Unknown NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR XR S  
Accident ALCOHOL (ETHANOL) S NOT WAY TOO MUCH  
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6144265FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2006 6144265 EXPEDITED (15-DAY) Y HO FRWYE943918SEP06 48 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nephropathy EFFEXOR S ORAL 75 MG TOTAL DAILY

ORAL
153 DAY

Aspartate aminotransferase increased SYMBICORT C  
Condition aggravated RHINOCORT C  
Alanine aminotransferase increased  
Gamma-glutamyltransferase increased  
Haematuria  
Henoch-Schonlein purpura  
Proteinuria  
6145459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2006 6145459 EXPEDITED (15-DAY) OT CAWYE972620SEP06 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Anger  
Feeling abnormal  
Impulsive behaviour  
Self-injurious ideation  
6145474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2006 6145474 EXPEDITED (15-DAY) Y OT GBWYE974820SEP06 Unknown IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Encephalopathy EFFEXOR XR S 75MG FREQUENCY  
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6142231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2006 6142231 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 37.5MG, 75 MG, 150

MG 1 PER DAY PO
 

Anger  
Anxiety  
Condition aggravated  
Feeling abnormal  
Impulsive behaviour  
Malaise  
Pain in extremity  
Suicidal ideation  
Thinking abnormal  
Vertigo  
Visual impairment  
Weight increased  

6145342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2006 6145342 EXPEDITED (15-DAY) N OT HQWYE926220SEP06 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

SYNTHROID C  
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6146371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2006 6146371 EXPEDITED (15-DAY) N HO HQWYE914120SEP06 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S OVERDOSE AMOUNT

UNKNOWN
 

Abnormal dreams  
Amnesia  
Aphasia  
Bipolar disorder  
Dyskinesia  
Eye disorder  
Eye movement disorder  
Feeling abnormal  
Heart rate increased  
Intentional overdose  
Intentional self-injury  
Laceration  
Muscle rigidity  
Mydriasis  
Renal failure  
Unevaluable event  
6148115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2006 6148115 EXPEDITED (15-DAY) Y OT HQWYE862319SEP06 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S ORAL ORAL  
Anhedonia  
Disturbance in attention  
Social avoidant behaviour  
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6136483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2006 6136483 EXPEDITED (15-DAY) N OT CAWYE859605SEP06 61 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure systolic increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
1 DAY

Palpitations PREMARIN C  
Nausea PREMARIN C  
Burning sensation CLONAZEPAM C  
Malaise  
Vision blurred  
6146353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2006 6146353 EXPEDITED (15-DAY) N LT HQWYE945920SEP06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL  CAPSULE
 

Blood pressure increased ADDERALL S ORAL 20 MG, ORAL  
Arrhythmia RITALIN S ORAL SEE IMAGE  
6146464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2006 6146464 DIRECT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dispensing error EFFEXOR XR S CAPSULE  WYETH
Vomiting EXELON S CAPSULE  NOVARTIS
Dizziness  
Medication error  
Nausea  
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6084742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2006 6084742 EXPEDITED (15-DAY) Y DE ATWYE775125JUN06 61 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S ORAL 50 MG 1X PER 1 DAY

ORAL
 

Vomiting AMLODIPINE C  
TRITTICO (TRAZODONE) C  

6088929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2006 6088929 EXPEDITED (15-DAY) Y HO ATWYE967004JUL06 Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral haemorrhage VENLAFAXINE HYDROCHLORIDE S  
6127714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2006 6127714 EXPEDITED (15-DAY) Y HO,OT HQWYE982225AUG06 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac valve disease EFFEXOR XR S ORAL SEE IMAGE 1 DAY

TRAZODONE HYDROCHLORIDE C  
INDERAL C  
ATIVAN C  
LOPRESSOR C  

6138194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2006 6138194 EXPEDITED (15-DAY) Y HO,OT CAWYE600208AUG06 29 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Caesarean section ARTHROTEC S ORAL ORAL  
Foetal cardiac disorder  
Maternal exposure during pregnancy  
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6145874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2006 6145874 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ONE DAY PO 3 YR WYETH
Agitation  
Anger  
Anxiety  
Dependence  
Fear  
Feeling abnormal  
Nervousness  
6147372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2006 6147372 EXPEDITED (15-DAY) Y HO,OT DEWYE743921AUG06 37 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 20 CAPSULES

(OVERDOSE AMOUNT
3000 MG) ORAL

1 DAY

Tachycardia ALCOHOL S ORAL ORAL 1 DAY
Hepatic enzyme increased AMITRIPTYLINE

HYDROCHLORIDE
S ORAL ORAL 1 DAY

Atypical pneumonia CLOMIPRAMINE S ORAL ORAL 1 DAY
Rhabdomyolysis REBOXETINE S ORAL ORAL 1 DAY
Vomiting LORAZEPAM S ORAL ORAL 1 DAY
Somnolence TILIDINE S ORAL ORAL 1 DAY
Blood creatine phosphokinase increased  
Blood gases abnormal  
Suicide attempt  
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6145989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2006 6145989 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR S ORAL NOW DOWN TO 1/4

37.  ONCE/DAY  ORAL
 

Crying  
Dependence  
Hyperhidrosis  
Sexual dysfunction  
Unevaluable event  
Weight decreased  
6148746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2006 6148746 EXPEDITED (15-DAY) Y OT FRWYE026226SEP06 73 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic atrophy EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
2 DAY

Coagulation factor V level decreased AUGMENTIN S  
Prothrombin time ratio decreased URAPIDIL S ORAL ORAL  
Hepatitis MOXONIDINE S ORAL ORAL  
Jaundice  
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6149328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2006 6149328 EXPEDITED (15-DAY) Y OT FRWYE039527SEP06 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Injury EFFEXOR XR S ORAL 75 MG TOTAL DAILY,

SOMETIMES FORGOT
TO TAKE THE DRUG
FOR MORE THAN 24 H
ORAL

 

Drug withdrawal syndrome  
Ecchymosis  
Hallucination, visual  
Nightmare  
Treatment noncompliance  
6149450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2006 6149450 EXPEDITED (15-DAY) Y HO NLWYE074229SEP06 Unknown NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S  
Confusional state  
Heart rate increased  
Post procedural haemorrhage  
Restlessness  
Surgery  
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6058201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2006 6058201 EXPEDITED (15-DAY) Y HO HQWYE380317MAY06 58 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colon cancer VENLAFAXINE S ORAL 75 MG 1X PER 1 DAY 150 DAY
Dizziness LENDORM C  
Gastrointestinal inflammation  
Metastasis  
Nausea  
Vomiting  
6096413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2006 6096413 EXPEDITED (15-DAY) Y HO CAWYE086910JUL06 24 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Priapism EFFEXOR XR S ORAL  
Thrombosis  
6118211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2006 6118211 EXPEDITED (15-DAY) N HO,OT 06-000782 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure FEMHRT S ORAL 5/1000UG, QD, ORAL  
Multiple sclerosis EFFEXOR S ORAL UND, QD, ORAL  
Condition aggravated PREDNISONE C  
Economic problem  
6147742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2006 6147742 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoaesthesia EFFEXOR XR S TOPICAL 75 MG ONCE DAILY

TOP
 WYETH AYERST
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6149230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2006 6149230 EXPEDITED (15-DAY) N OT HQWYE142226SEP06 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Drug withdrawal syndrome UNSPECIFIED INGREDIENT C  
Treatment noncompliance UNSPECIFIED INGREDIENT C  
Depression ULTRAM C  
Decreased appetite  
Drug effect decreased  
Negative thoughts  

5774283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2006 5774283 EXPEDITED (15-DAY) Y DS,OT HQWYE334824MAR05 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Chest pain CYMBALTA S  
Headache OXYCODONE (OXYCODONE) C  
Blindness DURAGESIC C  
Anxiety  
Blood pressure systolic increased  
Cognitive disorder  
Confusional state  
Delusion  
Emotional disorder  
Fear  
Heart rate increased  
Paranoia  
Psychotic disorder  
Suicidal ideation  
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6142976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2006 6142976 EXPEDITED (15-DAY) N OT CA-ROCHE-465016 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypothermia CLONAZEPAM S UNKNOWN  ROCHE
Vomiting TRAZODONE HYDROCHLORIDE S UNKNOWN  
Electrocardiogram QT prolonged EFFEXOR S UNKNOWN  
Aspiration ALCOHOL C  
6148339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2006 6148339 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL RANGED WHILE

WEARNING 1XDAY TO
EVERY OTH PO

 WYETH

Amnesia  
Blepharospasm  
Chills  
Diarrhoea  
Drug dose omission  
Feeling abnormal  
Feeling of body temperature change  
Hot flush  
Insomnia  
Mood swings  
Nausea  
Night sweats  
Paraesthesia  
Suicide attempt  
Tremor  
Vertigo  
Vomiting  
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6149212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Oct-2006 6149212 EXPEDITED (15-DAY) Y OT DEWYE998322SEP06 2 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 75 MG PER DAY;

TRANSPLACENTAL
 

Hypertonia neonatal  
Maternal exposure during pregnancy  
Nervousness  

6035593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2006 6035593 EXPEDITED (15-DAY) Y HO GBWYE546310APR06 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature rupture of membranes EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Maternal exposure during pregnancy  
6144171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2006 6144171 EXPEDITED (15-DAY) Y OT DE-
GLAXOSMITHKLINE-
D0051068A

20 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt PAROXETINE HYDROCHLORIDE S ORAL 400MG Single dose  GLAXOSMITHKLINE
Intentional overdose DOXEPIN HYDROCHLORIDE S ORAL 500MG Single dose  
Tachycardia UNSPECIFIED INGREDIENT S ORAL 3500MG Single dose  GLAXOSMITHKLINE
Somnolence RISPERDAL S ORAL 4MG Single dose  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 750MG Single dose  
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6150624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2006 6150624 EXPEDITED (15-DAY) Y DS,OT 2006104937 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea XANAX S (3 IN 1 D)  
Heart rate increased CHANTIX S ORAL 0.5 MG (0.5 MG, 1 IN 1

D), ORAL
 

Palpitations SUDAFED 12 HOUR S  
Nervousness SUMATRIPTAN SUCCINATE S  
Chest pain EFFEXOR S  
Abdominal discomfort CLARITIN C  
Insomnia UNSPECIFIED INGREDIENT C  
Abdominal pain upper TYLENOL WITH CODEINE C  
Hot flush PROMETHAZINE C  
Dysstasia TYLENOL (PARACETAMOL) C  
Back pain  
Bipolar disorder  
Chills  
Feeling abnormal  
Hyperhidrosis  
Hypersensitivity  
Mental disorder  
Migraine  
Overweight  
Panic disorder  
Treatment noncompliance  
6150979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2006 6150979 EXPEDITED (15-DAY) Y OT GBWYE079929SEP06 Unknown IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral palsy EFFEXOR S TRANSPLACENTAL  
Cerebral haemorrhage foetal  
Maternal exposure during pregnancy  
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6150985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2006 6150985 EXPEDITED (15-DAY) Y OT NLWYE110404OCT06 65 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral infarction EFFEXOR XR S 75 MG 1X PER 1 DAY;

STARTED SEVERAL
YEARS AGO

 

Dysarthria  
6151702FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2006 6151702 DIRECT Y OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash macular EFFEXOR XR S ORAL 75 MG TITRATED QAM

PO INCREASED TO
225 Q AM PO

 WYETH

Drug hypersensitivity ALTACE C  
Eczema ATARAX C  
Condition aggravated  
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6182925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2006 6182925 NON-EXPEDITED Y DE 06P-163-0339410-00 65 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction TRICOR S ORAL 160 MG, 1 IN 1 D, PER

ORAL
 

Medication error PIOGLITAZONE
HYDROCHLORIDE

S ORAL 45 MG, 1 IN 1 D, PER
ORAL

 

Drug interaction NIACIN S ORAL 500 MG, 1 IN 1 D, PER
ORAL

 

Flushing BUPROPION HYDROCHLORIDE S ORAL 300 MG, 1 IN 1 D, PER
ORAL

 

VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG, 1 IN 1 D, PER
ORAL

 

LORAZEPAM S ORAL 2 MG, 1 IN 1 D, PER
ORAL

 

TRAZODONE HYDROCHLORIDE S ORAL 200 MG, 1 IN 1 D, PER
ORAL

 

ATENOLOL (ATENOLOL) S ORAL 100 MG, 1 IN 1 D, PER
ORAL

 

DIGOXIN (DIGOXIN) S ORAL 0.375 MG, 1 IN 1 D,
PER ORAL

 

GLUCOPHAGE S ORAL 1000 MG, 1 IN 1 D, PER
ORAL

 

GLIPIZIDE S ORAL 10 MILLICURIES, 1 IN 1
D, PER ORAL

 

INSULIN GLARGINE S ORAL 70 MG, 1 IN 1 D, PER
ORAL

 

ATORVASTATIN
(ATORVASTATIN)

S  
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6044255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2006 6044255 EXPEDITED (15-DAY) Y HO 224173 46 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy XOLAIR S SUBCUTANEOUS Q2W,

SUBCUTANEOUS
 

CIPROFLOXACIN S  
VENLAFAXINE HYDROCHLORIDE S  
UNSPECIFIED INGREDIENT C  
FLUTICASONE PROPIONATE C  
MONTELUKAST C  
PHYLLOCONTIN
(AMINOPHYLLINE)

C  

PREDNISOLONE C  
MUCODYNE (CARBOCYSTEINE) C  
LANSOPRAZOLE C  
SALBUTAMOL (ALBUTEROL/
ALBUTEROL SULFATE)

C  

ATROVENT C  
COLOMYCIN (COLISTIN
SULFATE)

C  
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6131362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2006 6131362 EXPEDITED (15-DAY) Y HO,LT DSA_28618_2006 37 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LORAZEPAM S ORAL 30 TAB ONCE PO  
Alcohol use VENLAFAXINE HYDROCHLORIDE S ORAL 3000 MG ONCE PO  
Suicide attempt AMITRIPTYLINE S ORAL 1200 MG ONCE PO  
Tachycardia CLOMIPRAMINE S ORAL 80 TAB ONCE PO  
Vomiting REBOXETINE S ORAL 320 MG ONCE PO  
Blood gases abnormal TILIDINE S ORAL 10 TAB ONCE PO  
Somnolence ALCOHOL S ORAL DF ONCE PO  
Atypical pneumonia  
Hepatic enzyme increased  
Rhabdomyolysis  
6153573FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2006 6153573 EXPEDITED (15-DAY) Y OT BEWYE086802OCT06 Unknown BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myelodysplastic syndrome EFFEXOR S ORAL ORAL  
Pruritus  

6150989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2006 6150989 EXPEDITED (15-DAY) OT CAWYE068228SEP06 91 DAY Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding EFFEXOR XR S TRANSMAMMARY TRANSMAMMARY  
Drug withdrawal syndrome  
Irritability  
Rib fracture  
Victim of child abuse  
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6153126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2006 6153126 EXPEDITED (15-DAY) Y HO,RI 2006-05260 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ischaemic hepatitis AMITRIPTYLINE

\CHLORDIAZEPOXIDE
S ORAL ORAL  WATSON

Loss of consciousness FLUOXETINE S ORAL ORAL  WATSON
VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
LORAZEPAM C  
ZYPREXA C  
METOPROLOL TARTRATE C  
VICODIN C  
PANTOPRAZOLE
(PANTOPRAZOLE)

C  

6155029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2006 6155029 EXPEDITED (15-DAY) Y HO CAWYE148306OCT06 51 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cyst EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Blood prolactin abnormal  
6157182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2006 6157182 EXPEDITED (15-DAY) DE GBWYE105503OCT06 60 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR S  
Drug interaction FLECAINIDE ACETATE S  
Completed suicide  
Condition aggravated  
Depression  
Intentional overdose  
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6084599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2006 6084599 EXPEDITED (15-DAY) Y OT NLWYE638919MAY06 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S 75 MG 1X PER 1 DAY  

ALCOHOL S  
METHAMPHETAMINE
HYDROCHLORIDE

S  

6154754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Oct-2006 6154754 EXPEDITED (15-DAY) Y HO 2006093818 52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt ZOLOFT S ORAL ORAL  
Incorrect dose administered XANAX S ORAL ORAL  
Tinnitus EFFEXOR S ORAL ORAL  
Insomnia ETIFOXINE S (3 IN 1 D)  
Refusal of treatment by patient  
Vision blurred  
Visual acuity reduced  

6152088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2006 6152088 DIRECT N OT 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Anger  
Drug dependence  
Feeling abnormal  
Paraesthesia  
Thinking abnormal  
Vision blurred  
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6155650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2006 6155650 EXPEDITED (15-DAY) Y OT CAWYE901612SEP06 26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal cyst EFFEXOR XR S ORAL 112.5 MG OD; ORAL  

SALBUTAMOL C  
6159240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2006 6159240 EXPEDITED (15-DAY) Y OT HQWYE732606OCT06 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 2X PER  1 DAY,

ORAL
 

Feeling abnormal EFFEXOR XR S ORAL 37.5MG  1 PER 1 DAY 11 DAY
Impaired work ability ENBREL C  
Nausea DOLOBID C  
Crying SYNTHROID C  
Vertigo FOLIC ACID C  
Head titubation VITAMINS NOS (VITAMINS NOS) C  
Activities of daily living impaired  
Eye movement disorder  
Hypersomnia  
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6148341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2006 6148341 EXPEDITED (15-DAY) Y HO,DS 2006PK02062 83 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction SEROQUEL S ORAL 6 DAY ZENECA
Stupor SINEMET S ORAL  
Normochromic normocytic anaemia HALDOL S ORAL 1 DAY
Off label use NEURONTIN S ORAL  
Somnolence NEURONTIN S ORAL  
Musculoskeletal stiffness TOLTERODINE C ORAL  
Movement disorder FOSAMAX C ORAL  
Fall BIOREX FIG SYRUP C  
Disorientation MOVICOL C ORAL  
Agitation MAGNESIUM ASPARTATE C ORAL  

CALCIMAGON-D3 C  
TRUSOPT C INTRAOCULAR  
FLORINEF ACETATE C ORAL  
LEPONEX S ORAL 26 DAY
EFFEXOR S ORAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6155643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2006 6155643 EXPEDITED (15-DAY) N HO,OT CNWYE152208OCT06 32 YR Female CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 7500 MG 1X PER 1

DAY ORAL
1 DAY

Blood creatine increased  
Blood creatine phosphokinase increased  
Blood creatinine increased  
Chromaturia  
Convulsion  
Dyskinesia  
Electrocardiogram QT prolonged  
Haemodialysis  
Hepatic enzyme increased  
Loss of consciousness  
Proteinuria  
Suicide attempt  
6158354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2006 6158354 EXPEDITED (15-DAY) Y HO CHWYE150306OCT06 45 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR S ORAL SEE IMAGE, ORAL  
Electrocardiogram QT prolonged  
Generalised tonic-clonic seizure  
Hepatotoxicity  
Hypoxia  
Intentional overdose  
Suicidal ideation  
Suicide attempt  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6158357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2006 6158357 EXPEDITED (15-DAY) DS AUWYE198612OCT06 75 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Patella fracture EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Nausea ASPRO (ACETYLSALICYLIC ACID) C  
Concomitant disease aggravated XANAX C  
Fall BETALOC (METOPROLOL

TARTRATE)
C  

Irritable bowel syndrome LANOXIN C  
Decreased appetite  
6159615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2006 6159615 DIRECT Y HO 86 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia VENLAFAXINE S ORAL 225 MG QD PO  
Lethargy ADVAIR 250/50 C  
Gait disturbance ARICEPT C  

ASA C  
GLUCOTROL C  
LASIX C  
IMDUR C  
METFORMIN HYDROCHLORIDE C  
NAPROSYN C  
K-DUR C  
PREVACID C  
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Detailed Report
6160148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2006 6160148 EXPEDITED (15-DAY) Y LT 2006-235 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoxia CITALOPRAM S  
Body temperature increased ACETAMINOPHEN AND CODEINE S  
Loss of consciousness VENLAFAXINE HYDROCHLORIDE S  
Blood creatine phosphokinase increased  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Generalised tonic-clonic seizure  
Laceration  
Overdose  
Sinus tachycardia  
White blood cell count increased  

6050298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2006 6050298 EXPEDITED (15-DAY) Y OT GBWYE612009MAY06 38 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL SEE IMAGE  
Abortion spontaneous  
Pregnancy  
6119649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2006 6119649 EXPEDITED (15-DAY) Y LT HQWYE316410AUG06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination VENLAFAXINE HYDROCHLORIDE S ORAL "37.5/75" MG

CAPSULES DAILY,
ORAL

 

Suicidal ideation HALLUCINATION (LLT:
HALLUCINATION)

C  

Drug withdrawal syndrome  
Formication  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6158656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2006 6158656 EXPEDITED (15-DAY) Y HO,LT CHWYE150506OCT06 89 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome EFFEXOR S ORAL SEE IMAGE 5 DAY
Poriomania HALOPERIDOL DECANOATE S SUBCUTANEOUS SEE IMAGE 1 DAY
Disorientation MYCOSTATIN S TOPICAL 5 ML 5X PER 1 DAY

TOPICAL
3 DAY

Erythema multiforme SEROQUEL S ORAL 6.25 MG 2X PER 1 DAY
ORAL

11 DAY

Creatinine renal clearance decreased LORAZEPAM S ORAL 1 MG 1X PER 1 DAY
ORAL

22 DAY

International normalised ratio increased BUPRENORPHINE
HYDROCHLORIDE

C  

Haematocrit decreased NORVASC C  
Haemoglobin decreased FOSAMAX C  
6160194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2006 6160194 EXPEDITED (15-DAY) Y HO,OT HQWYE966012OCT06 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

TRICOR C  

6051318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2006 6051318 EXPEDITED (15-DAY) Y OT GBWYE611909MAY06 39 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75MG ORAL  
Maternal exposure before pregnancy PROGESTERONE C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6119363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2006 6119363 EXPEDITED (15-DAY) Y OT CAWYE630309AUG06 91 DAY Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Osteogenesis imperfecta EFFEXOR XR S TRANSMAMMARY 150 MG OD

TRANSMAMMARY
61 DAY

Child abuse  
Drug withdrawal syndrome  
Exposure during breast feeding  
Irritability  
Rib fracture  
Upper limb fracture  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6160347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2006 6160347 EXPEDITED (15-DAY) Y HO,OT CHWYE150106OCT06 83 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stupor EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Condition aggravated CLOZAPINE S ORAL 12.5 MG 1X PER 1 DAY
ORAL

26 DAY

Drug interaction NEURONTIN S ORAL 100 MG 1X PER 1 DAY
ORAL

 

Dementia SINEMET S ORAL 250 MG 4X PER 1 DAY
ORAL

 

Renal failure chronic TOLTERODINE TARTRATE S ORAL 2 MG 2X PER 1 DAY
ORAL

 

Benign prostatic hyperplasia FOSAMAX C  
Gait disturbance UNSPECIFIED INGREDIENT C  
Hallucination, visual MOVICOL C  
Agitation ASPARTATE MAGNESIUM

(MAGNESIUM ASPARTATE)
C  

Somnolence CALCIMAGON (CALCIUM
CARBONATE/COLECALCIFEROL)

C  

Normochromic normocytic anaemia TRUSOPT C  
Fall FLORINEF ACETATE C  
Confusional state  
Depression  
Disorientation  
Disturbance in attention  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6162329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2006 6162329 EXPEDITED (15-DAY) Y OT GBWYE204112OCT06 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 150MG,

TRANSPLACENTAL
 

Nervousness SEROQUEL S TRANSPLACENTAL 150 MG,
TRANSPLACENTAL

 

Convulsion neonatal  
6167351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2006 6167351 EXPEDITED (15-DAY) Y HO,LT 2006RR-04026 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased CITALOPRAM S 40 MG X 40  
Electrocardiogram QRS complex prolonged CODEINE PHOSPHATE S  
Generalised tonic-clonic seizure PARACETAMOL S  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S 37.5 MG X 28  
Body temperature increased  
Electrocardiogram QT prolonged  
Hypoxia  
Intentional self-injury  
Laceration  
Loss of consciousness  
Sinus tachycardia  
White blood cell count increased  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6124686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2006 6124686 EXPEDITED (15-DAY) Y HO THQ2006A00779 33 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Proctitis ulcerative LANSOPRAZOLE S ORAL PER ORAL  
Colitis ulcerative EFFEXOR S ORAL 75 MG ( 1D) PER ORAL 9 MTH
Condition aggravated CITALOPRAM HYDROBROMIDE C  

PULMICORT FLEXHALER C  
CLARITIN C  

6150353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Oct-2006 6150353 EXPEDITED (15-DAY) HO,DS PHBS2006CH15529 83 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stupor LEPONEX S 12.5 mg/day 37440 MIN NOVARTIS
Confusional state SINEMET S UNK, UNK  
Somnolence SINEMET S 200/50 x4/day  
Normochromic normocytic anaemia HALDOL S 0.3 mg, ONCE/SINGLE 1440 MIN
Haemoglobin decreased SEROQUEL S 12.5 mg/day 8640 MIN
Haematocrit decreased NEURONTIN S 100 mg/day  
Agitation EFFEXOR S  
Fall TOLTERODINE C 4 mg/day  

FOSAMAX C 70 mg, QW  
BIOREX FEIGENSIRUP C 3 DF/day  
MOVICOL C 1 DF/day  
MAGNESIUM ASPARTATE C 10 mmol/day  
CALCIMAGON-D3 C 1000 mg/day  
TRUSOPT C INTRAOCULAR 2 drops/day  
FLORINEF ACETATE C 0.2 mg/day  
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Detailed Report
6147537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2006 6147537 EXPEDITED (15-DAY) Y HO NLWYE986621SEP06 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR XR S ORAL BETWEEN 75MG AND

150MG DAILY ORAL
 

Condition aggravated  
Heart rate increased  
Hypertension  
Hypertonia  
6151439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2006 6151439 EXPEDITED (15-DAY) Y OT PHNU2006DE03384 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression TRILEPTAL S  NOVARTIS
Drug interaction VENLAFAXINE HYDROCHLORIDE S 300 mg/d  

CORTISONE C  
6157539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2006 6157539 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 3 X DAILY PO  WYETH
Visual impairment EFFEXOR XR S ORAL 37.5 1 DAILY PO  WYETH
Activities of daily living impaired  
Condition aggravated  
Epilepsy  
Hypertension  
Impaired driving ability  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6157560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2006 6157560 DIRECT N DE 21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide STRATTERA S ORAL 80MG IN THE

MORNING PO
 

Asphyxia EFFEXOR S 150MG ONCE A DAY  
STRATTERA C  
EFFEXOR C  

6158548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2006 6158548 DIRECT Y 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour EFFEXOR S QD  
Alcoholism  
Somnolence  
6158647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2006 6158647 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug intolerance VENLAFAXINE HYDROCHLORIDE S ORAL ONE BID   75MG

ORAL
 TEVA

Oedema mouth  
Tongue blistering  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6163263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2006 6163263 EXPEDITED (15-DAY) Y HO,DS 2006124176 83 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, visual NEURONTIN S ORAL 100 MG (100 MG, 1 IN 1

D), ORAL
 

Agitation CARBIDOPA\LEVODOPA S ORAL (DAILY), ORAL  
Gait disturbance HALOPERIDOL S ORAL 0.3 MG (0.3 MG), ORAL  
Stupor SEROQUEL S ORAL 12.5 MG (12.5 MG, 1 IN

1 D), ORAL
 

Disease recurrence CLOZAPINE S ORAL 12.5 MG (12.5 MG, 1 IN
1 D), ORAL

 

Musculoskeletal stiffness EFFEXOR S ORAL (75 MG), ORAL  
Movement disorder TOLTERODINE TARTRATE C  
Somnolence FOSAMAX C  
Disorientation PLANT ALKALOIDS AND OTHER

NATURAL PRODUCTS (PLANT
ALKALOIDS AND OTHER
NATURAL PRODUCTS)

C  

Confusional state MOVICOL C  
Normochromic normocytic anaemia MG 5 - LONGORAL (MAGNESIUM

ASPARTATE)
C  

Drug interaction CALCIMAGON-D3 (CALCIUM
CARBONATE, COLECALCIFEROL)

C  

Fall TRUSOPT C  
Disturbance in attention FLORINEF ACETATE C  
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Detailed Report
6159220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2006 6159220 DIRECT N DE Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
Abnormal behaviour  
Adverse drug reaction  
Alcohol use  
Fear  
Suicidal ideation  
6159572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2006 6159572 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR S 1 PILL 1 X DAILY PO 7 YR WYETH
Confusional state  
Drug dependence  
Gait disturbance  
Hypoaesthesia oral  
Myalgia  
Nervous system disorder  
6164131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2006 6164131 EXPEDITED (15-DAY) Y OT GBWYE245016OCT06 39 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral ventricle dilatation EFFEXOR XR S ORAL 37.5 MG ORAL  

Page: 2,055 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6164449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2006 6164449 EXPEDITED (15-DAY) Y HO,LT DSA_28834_2006 89 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome LORAZEPAM S ORAL 1 MG Q DAY PO  
Conjunctivitis EFFEXOR S ORAL 18.75 MG BID PO  
Hypophagia EFFEXOR S ORAL 37.5 MG BID PO  
C-reactive protein increased HALDOL S SUBCUTANEOUS 1 MG ONCE SC  
Creatinine renal clearance decreased HALDOL S SUBCUTANEOUS 0.5 MG ONCE SC  
Haematocrit decreased MYCOSTATIN S TOPICAL 5 ML 5XD TP  
Haemoglobin decreased SEROQUEL S ORAL 6.25 MG BID PO  
International normalised ratio increased TEMGESIC C  

NORVASC C  
FOSAMAX C  
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Detailed Report
6167372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2006 6167372 DIRECT Y HO 76 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension TERAZOSIN HYDROCHLORIDE S ORAL 2 MG Q HS  
Fall LISINOPRIL S ORAL 5 MG DAILY  
Asthenia ISOSORBIDE DINITRATE S  

NITROGLYCERIN S TRANSDERMAL DAILY  
CLONAZEPAM S ORAL 1 MG BID  
HYDROCODONE/APAP S ORAL 1 Q 6 HR PRN  
VENLAFAXINE HYDROCHLORIDE S ORAL 100 MG BID  
SIMVASTATIN C  
FERO-FOLIC-500 C  
ISOSORBIDE MONONITRATE C  
DOXEPIN HYDROCHLORIDE C  
FAMOTIDINE C  
LEVABUTEROL TART C  
ALBUTEROL 3/IPRATROP 0.5MG/
3ML

C  

OMEPRAZOLE C  

6141339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2006 6141339 EXPEDITED (15-DAY) Y HO,OT 2006GB01689 < 1 DAY Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation neonatal SEROQUEL S TRANSPLACENTAL  ZENECA
Convulsion neonatal EFFEXOR XR S TRANSPLACENTAL  
Maternal exposure during pregnancy  
Nervousness  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6148889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6148889 EXPEDITED (15-DAY) Y HO,LT HQWYE028222SEP06 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Anticonvulsant drug level decreased DEPAKOTE S 500 MG 3X PER 1 DAY  
Drug interaction  
6159033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6159033 EXPEDITED (15-DAY) Y OT GBWYE181210OCT06 69 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL 75MG ONCE DAILY

ORAL
1572 DAY

Sarcoidosis SALBUTAMOL (SALBUTAMOL) C  
Respiratory disorder ASPIRIN (ACETYLSALICYLIC

ACID)
C  

Iron deficiency anaemia SENNA C  
LACTULOSE C  
RAMIPRIL C  
CO-PROXAMOL
(DEXTROPROPOXYPHENE
HYDROCHLORIDE/
PARACETAMOL)

C  

ZOPICLONE C  
QVAR (BECLOMETASONE
DIPROPIONATE)

C  

SALMETEROL XINAFOATE
(SALMETEROL XINAFOATE)

C  

OMEPRAZOLE C  
SIMVASTATIN C  
FERROUS GLUCONATE
(FERROUS GLUCONATE)

C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6160663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6160663 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1 PILL   EVERYDAY

PO
 WYETH

Abnormal dreams  
Affect lability  
Drug dependence  
Heart rate increased  
Sleep terror  
Suicidal ideation  
Tension  
Tremor  
6160677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6160677 DIRECT N HO,DS,LT,OT,RI 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration EFFEXOR XR S ORAL 1 CAPSULE   ONCE

DAILY  PO
2 YR WYETH

Asthenia  
Confusional state  
Dysstasia  
Jaundice  
Malnutrition  
Movement disorder  
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Detailed Report
6163709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6163709 DIRECT Y RI 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL ROUTE USED - P.O.  
Angle closure glaucoma  
Blindness  
Ciliary body disorder  
Effusion  
Vomiting  
6166232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6166232 EXPEDITED (15-DAY) Y HO FRWYE282919OCT06 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR S ORAL 50 MG TOTAL DAILY 11 DAY
Drug ineffective EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY  
Malnutrition VENTOLIN C  

LEXOMIL (BROMAZEPAM) C  
6167305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6167305 EXPEDITED (15-DAY) OT HQWYE140116OCT06 31 YR Female JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE S 18075 MG 1X PER 1

DAY
 

CLOMIPRAMINE
HYDROCHLORIDE

C  

CLOTIAZEPAM (CLOTIAZEPAM) C  
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Detailed Report
6167382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6167382 EXPEDITED (15-DAY) DE HQWYE230218OCT06 47 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neoplasm malignant EFFEXOR S ORAL 75 MG 1X PER 1 DAY

ORAL; " PROBABLY
JUST TWO DAYS "

 

Weight decreased MORPHINE C  
Inadequate analgesia  
Leg amputation  
Metastases to lung  
Metastasis  
6228788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6228788 NON-EXPEDITED N 2006105407 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen positive LYRICA S 300 MG (150 MG, 2 IN 1

D)
 

Drug interaction EFFEXOR S ((75 MG)  
TRAZODONE HYDROCHLORIDE S  
ZANAFLEX S  
VOLTAREN S  
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Detailed Report
6229341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2006 6229341 NON-EXPEDITED N 2006092240 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression LYRICA S 200 MG (100 MG, 3 IN 1

D)
 

Therapeutic response decreased NEURONTIN S 900 MG (300  MG, 2 IN
1 D)

 

Tremor CELEBREX S  
Myalgia EFFEXOR S  
Abnormal dreams MORPHINE C  
Weight increased HYDROCODONE

(HYDROCODONE)
C  

Feeling abnormal OXYCODONE (OXYCODONE) C  

6142899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2006 6142899 EXPEDITED (15-DAY) Y OT TR-
JNJFOC-20060906582

30 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness unilateral TOPAMAX S UNKNOWN  
Uveitis VENLAFAXINE S  
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Detailed Report
6148383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2006 6148383 EXPEDITED (15-DAY) Y OT HQWYE026922SEP06 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Suicidal ideation PREVACID C  
Abnormal dreams CAFFEINE (CAFFEINE) C  
Poor quality sleep MULTIVITAMINS, PLAIN

(MULTIVITAMINS, PLAIN)
C  

Depression OMEGA-3 TRIGLYCERIDES
(OMEGA-3 TRIGLYCERIDES)

C  

Condition aggravated VITAMIN B COMPLEX C  
GLUCOSAMINE SULFATE
(GLUCOSAMINE SULFATE)

C  

VITAMIN C C  
CALCIUM C  
IBUPROFEN (IBUPROFEN) C  
MELATONIN (MELATONIN) C  
EXCEDRIN (ACETYLSALICYLIC
ACID/CAFFEINE/PARACETAMOL/
SALICYLAMIDE)

C  
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Detailed Report
6148494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2006 6148494 EXPEDITED (15-DAY) N HO,DS CH-BRISTOL-MYERS
SQUIBB
COMPANY-13540737

83 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Normochromic normocytic anaemia SINEMET CR S ORAL  BRISTOL MYERS SQUIBB
Stupor HALDOL S ORAL 1 DAY
Off label use SEROQUEL S ORAL 6 DAY
Gait disturbance LEPONEX S ORAL 26 DAY

CALCIUM CARBONATE C  
FLORINEF ACETATE C  
FOSAMAX C  
MOVICOL C  
MAGNESIUM C  
TRUSOPT C  
TOLTERODINE C  
FIG C  
NEURONTIN S ORAL  
NEURONTIN S ORAL  
EFFEXOR S ORAL  
EFFEXOR S ORAL  

6161833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2006 6161833 EXPEDITED (15-DAY) 2006-149133-NL 43 YR Male GBR
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6161833
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome MIRTAZAPINE S DF 18 DAY
Abnormal dreams CITALOPRAM HYDROBROMIDE S ORAL DF, ORAL 5 DAY
Affect lability VENLAFAXINE S DF 4 DAY
Ageusia ATENOLOL C  
Agitation RABEPRAZOLE SODIUM C  
Anhidrosis  
Anosmia  
Appetite disorder  
Back pain  
Confusional state  
Decreased appetite  
Diarrhoea  
Dizziness  
Emotional disorder  
Feeling abnormal  
Feeling of body temperature change  
Hallucination  
Headache  
Hearing impaired  
Hypoaesthesia  
Influenza like illness  
Insomnia  
Malaise  
Muscle spasms  
Pain  
Paraesthesia  
Personality change  
Somnolence  
Thirst decreased  
Visual acuity reduced  
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Detailed Report
6164303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Oct-2006 6164303 DIRECT N OT,RI 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR S ORAL DAILY PO  
Amnesia  

6160344FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2006 6160344 EXPEDITED (15-DAY) HO,OT CHWYE150706OCT06 30 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 1X PER 1 DAY

ORAL
7 DAY

Hyperhidrosis LITHIUM CARBONATE S ORAL SEE IMAGE  
Dizziness VOLTAREN S ORAL 100 MG 1X PER 1 DAY

ORAL
 

Toxicity to various agents VALPROATE SODIUM C  
Parkinsonism NALTREXONE HYDROCHLORIDE C  
6165065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2006 6165065 DIRECT N HO 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR S ORAL 1 PER DAY PO  WYETH
Convulsion EFFEXOR S ORAL 1 PER DAY PO  WYETH
Abasia  
Dizziness  
Headache  
Muscle spasms  
Vertigo  
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Detailed Report
6169149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2006 6169149 EXPEDITED (15-DAY) OT HQWYE164217OCT06 46 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S 150 & 225 MG 1X PER

1 DAY - SEE IMAGE
12 WEEK

Drug withdrawal syndrome TRAMADOL HYDROCHLORIDE C  
Condition aggravated MIRTAZAPINE (MIRTAZAPINE) C  
Depressive symptom  
Drug ineffective  
Nausea  

6158808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2006 6158808 EXPEDITED (15-DAY) N OT GB-
GLAXOSMITHKLINE-
B0444262A

Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility ZYBAN S UNKNOWN  GLAXOSMITHKLINE
Sperm concentration decreased VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
6166023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2006 6166023 DIRECT Y OT 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation VENLAFAXINE HYDROCHLORIDE S ORAL 150 - 300 MG   DAILY

PO
6 MTH
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6169091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2006 6169091 EXPEDITED (15-DAY) Y HO FRWYE868506SEP06 87 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular disorder EFFEXOR S ORAL 12.5 MG 1X PER 1 DAY

ORAL
28 DAY

Anxiety TAREG             (VALSARTAN) C  
Metabolic syndrome COLOPRIV

(MEBEVERINE
HYDROCHLORIDE)

C  

Disorientation  

6163175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2006 6163175 DIRECT N HO,LT 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150 MG DAILY PO  WYETH
6168040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2006 6168040 DIRECT Y OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia EFFEXOR XR S  
Dyskinesia  
Tremor  
6168155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2006 6168155 DIRECT N HO,LT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG  1 X DAILY

ORAL
 WYETH

Drug prescribing error CYMBALTA S ORAL 60  1 X DAILY  ORAL  
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6169961FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2006 6169961 EXPEDITED (15-DAY) Y HO,LT NLWYE252517OCT06 53 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 40-50 CAPSULES OF

150 MG ORAL
1 DAY

Amnesia  
Aphasia  
Deafness  
Dysstasia  
Eye movement disorder  
Nausea  
Suicide attempt  
Urinary incontinence  
Vomiting  
6170194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2006 6170194 EXPEDITED (15-DAY) Y HO,OT BEWYE318124OCT06 Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR S  
Abnormal behaviour AMITRIPTYLINE

HYDROCHLORIDE
S  

Dysgeusia  

5887085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2006 5887085 EXPEDITED (15-DAY) Y OT 2005UW14207 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block SEROQUEL S ORAL 15 DOSAGE FORM  ZENECA
Convulsion RISPERDAL S 30 DOSAGE FORM  
Mydriasis EFFEXOR XR S 75 DOSAGE FORM  
Tachycardia  
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6166221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2006 6166221 EXPEDITED (15-DAY) N DS AUWYE278119OCT06 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE 3 YR
Activities of daily living impaired  
Amnesia  
Balance disorder  
Depressed level of consciousness  
Dyspepsia  
Ear pain  
Impaired driving ability  
Mental impairment  
Personality change  
Psychiatric symptom  
Visual impairment  
6169762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2006 6169762 DIRECT N HO 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fear EFFEXOR XR S ORAL 75 MG 1 EVERY

MORNING PO
 WYETH

Dysstasia EFFEXOR XR S ORAL 150 MG 1 EVERY
MORNNG PO

 WYETH

Vision blurred XANAX C  
Activities of daily living impaired  
Disturbance in attention  
Drug dose omission  
Impaired driving ability  
Motor dysfunction  
Speech disorder  
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Detailed Report
6170709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2006 6170709 EXPEDITED (15-DAY) Y OT GBWYE724213JUN06 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S SEE IMAGE  
Balance disorder  
Chest pain  
Hearing impaired  
Panic reaction  
Tinnitus  
Vertigo  
6170997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2006 6170997 EXPEDITED (15-DAY) Y OT GXKR2006US06514 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood follicle stimulating hormone increased FLUOXETINE S 20 MG/DAY  
Night sweats PAROXETINE HYDROCHLORIDE S  

SERTRALINE S THECAL  
CITALOPRAM S  
VENLAFAXINE S  

6145960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2006 6145960 EXPEDITED (15-DAY) Y HQWYE790015SEP06 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Disturbance in attention VALTREX C  
Cyst  
Feeling abnormal  
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Detailed Report
6171036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2006 6171036 EXPEDITED (15-DAY) Y OT GBWYE332325OCT06 46 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 MG FREQUENCY

UNKNOWN, ORAL
 

Ventricular asystole ADENOSINE S INTRAVENOUS 140 UG/KG 1X PER 1
MIN, INTRAVENOUS

1 DAY

Cardiac arrest IBUPROFEN C  
Ventricular extrasystoles INDOMETHACIN C  

PANTOPRAZOLE SODIUM C  
PARACETAMOL C  

6171881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2006 6171881 EXPEDITED (15-DAY) Y OT 2006114554 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal CHANTIX S ORAL 2 MG (1 MG, 2 IN 1 D),

ORAL
 

Drug ineffective EFFEXOR S  
Crying UNSPECIFIED INGREDIENT S  
Screaming LEXAPRO C  
Hypersomnia  
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Detailed Report
6172839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2006 6172839 EXPEDITED (15-DAY) Y HO,OT FRWYE340226OCT06 31 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes with hyperosmolarity EFFEXOR S PROGRESSIVE

REINTRODUCTION
3 WEEK

Vomiting projectile PREDNISONE ACETATE S ORAL UP TO 1 G TOTAL
DAILY, DOSE
TAPERED

 

Hyponatraemia LASILIX (FUROSEMIDE) S ORAL 20 MG 1X PER 1 DAY  
Acute prerenal failure PROGRAF C  
Hypocalcaemia INSULIN NOS C  
Condition aggravated MOPRAL (OMEPRAZOLE) C  
Blood pH increased CELLCEPT C  
Nausea POTASSIUM CHLORIDE C  
Hypokalaemia CREON C  
pH body fluid increased DELURSAN (URSODEOXYCHOLIC

ACID)
C  

Blood glucose increased TOCOPHEROL (TOCOPHEROL) C  
A 313 (RETINOL) C  
BACTRIM DS C  

6161948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2006 6161948 EXPEDITED (15-DAY) N LT FR-GLAXOSMITHKLINE-
B0445194A

Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction AUGMENTIN S 8 DAY GLAXOSMITHKLINE
Cardiac disorder PREDNISOLONE S 9 DAY MERCK
Congenital tricuspid valve atresia TROSPIUM CHLORIDE S 6 MTH
Ventricular septal defect GADOLINIUM CHLORIDE

HEXAHYDRATE
S  

Pulmonary valve stenosis EFFEXOR S 75MG per day 4 YR
Maternal exposure during pregnancy NICOPATCH C 22 DAY GLAXOSMITHKLINE

QUINOLONE C 9 DAY
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Detailed Report
6169261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2006 6169261 DIRECT N HO,DS,RI 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal detachment EFFEXOR S ORAL 300 MGS DAILY    150

MGS 2X DAILY   PO
 WYETH

Retinal tear ADVIL C  
Drug withdrawal syndrome ALLEGRA C  
Asthenia  
Diarrhoea  
Drug dependence  
Headache  
Paraesthesia  
Vertigo  
Vomiting  

6170292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6170292 DIRECT N OT 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 37.5 MG 1/DAY PO  WYETH
Abasia  
Dizziness  
Drug withdrawal syndrome  
Paraesthesia  
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Detailed Report
6170313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6170313 DIRECT N 11 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal behaviour VENLAFAXINE S ORAL 37 MG ONCE DAILY PO  WYETH
Suicidal ideation EFFEXOR XR C  
Aggression  
Fatigue  
Pyrexia  
Screaming  
Social avoidant behaviour  
6170321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6170321 DIRECT N HO,DS,LT,OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Balance disorder EFFEXOR XR S 37.5 MAINTENANCE

DOSE 1 X DAILY WAS
ON HIGHER DOSE
FOR 3 YRS

 WYETH

Bedridden  
Drug dependence  
Emotional distress  
Loss of employment  
Migraine  
Nervous system disorder  
Paraesthesia  
Photophobia  
Vertigo  
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Detailed Report
6171205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6171205 DIRECT N OT,RI 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL WENT UP TO 150

1XDAY PO
 WYETH

Amnesia  
Dyspepsia  
Fear of disease  
Tinnitus  
6172959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6172959 EXPEDITED (15-DAY) N OT HQWYE702127OCT06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol poisoning EFFEXOR XR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Drug withdrawal syndrome ALCOHOL S  
Alcoholism  
6173784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6173784 EXPEDITED (15-DAY) Y DE B0443257A 18 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN S ORAL UNK/ UNKNOWN /

ORAL
 

VENLAFAXINE HYDROCHLORIDE S ORAL UNK / UNKNOWN/
ORAL

 

6173908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6173908 EXPEDITED (15-DAY) Y DE B0443340A 41 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LAMICTAL S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
OXCARBAZEPINE S ORAL ORAL  
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Detailed Report
6173920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6173920 EXPEDITED (15-DAY) Y DE B0443338A 50 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LAMICTAL S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
6174418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6174418 EXPEDITED (15-DAY) Y DE B0443341A 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LAMICTAL S  
Cardio-respiratory arrest VENLAFAXINE HYDROCHLORIDE S SEE TEXT  

RISPERIDONE (RISPERIDONE) S  
6174476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6174476 EXPEDITED (15-DAY) Y DE B0443278A 69 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
6174481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6174481 EXPEDITED (15-DAY) Y DE B0443279A 18 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN S ORAL ORAL  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Respiratory arrest CITALOPRAM HYDROBROMIDE S ORAL ORAL  
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Detailed Report
6174636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6174636 EXPEDITED (15-DAY) Y DE B0443236A 32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN S ORAL ORAL  

ASPIRIN S ORAL ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

6175499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2006 6175499 EXPEDITED (15-DAY) Y DE B0443258A 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism WELLBUTRIN S ORAL UNK/ UNKNOWN/

ORAL
 

VENLAFAXINE HYDROCHLORIDE S ORAL UNK/ UNKNONW/
ORAL

 

6172677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2006 6172677 EXPEDITED (15-DAY) N HO,OT HQWYE698427OCT06 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Hepatocellular injury ALCOHOL S "HEAVILY ON A DAILY
BASIS"

 

Alcoholism  
Ammonia increased  
Blood bilirubin increased  
6173885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2006 6173885 EXPEDITED (15-DAY) Y OT CAWYE366230OCT06 15 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S  
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6164701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2006 6164701 EXPEDITED (15-DAY) Y DE US-
ABBOTT-06P-163-03488
93-00

75 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LEVOTHYROXINE S ORAL  

ESCITALOPRAM OXALATE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
UNSPECIFIED INGREDIENT S Not reported  

6164965FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2006 6164965 EXPEDITED (15-DAY) DE US-
ABBOTT-06P-163-03494
63-00

32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest HYDROCODONE S ORAL Ingestion  
Cardiac arrest HYDROCODONE S  
Respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL Ingestion  

VENLAFAXINE HYDROCHLORIDE S  
VENLAFAXINE HYDROCHLORIDE S  
ALPRAZOLAM S ORAL Ingestion  
ALPRAZOLAM S  
UNSPECIFIED INGREDIENT S ORAL Ingestion  
UNSPECIFIED INGREDIENT S  

6171915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2006 6171915 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 MG 1 X PER DAY

PO
 WYETH

Impaired work ability  

Page: 2,079 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6174897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2006 6174897 EXPEDITED (15-DAY) Y OT HQWYE560206NOV06 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S 150 MG 1X PER 1 DAY  
Suicidal ideation LEXAPRO S ORAL 10 MG 1X PER 1 DAY,

ORAL
 

Drug withdrawal syndrome  
6174904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2006 6174904 EXPEDITED (15-DAY) N OT HQWYE066101NOV06 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Personality change EFFEXOR XR S ORAL ORAL  
Abnormal behaviour  
Aggression  
Anger  
7462140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2006 7462140 EXPEDITED (15-DAY) Y HO,CA S06-FRA-04628-02 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal malformation CITALOPRAM HYDROBROMIDE S TRANSPLACENTAL 1 BID

TRANSPLACENTAL
 

Maternal exposure during pregnancy ACEPROMETAZINE
\CLORAZEPATE DIPOTASSIUM

S TRANSPLACENTAL 1 BID
TRANSPLACENTAL

 

Apgar score low XANAX S TRANSPLACENTAL 1 BID
TRANSPLACENTAL

 

EFFEXOR S TRANSPLACENTAL 1 BID
TRANSPLACENTAL

 

VALPROMIDE S TRANSPLACENTAL 300 MG TID
TRANSPLACENTAL

 

6121127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2006 6121127 EXPEDITED (15-DAY) Y HO,CA,OT PHFR2006GB02671 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
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6121127
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome CLOZARIL S ORAL 325mg daily  NOVARTIS
Agitation CLOZARIL S ORAL 1400 mg, ONCE/

SINGLE
 NOVARTIS

Pyrexia CLOZARIL S ORAL 350mg/day  NOVARTIS
Urine analysis abnormal VENLAFAXINE HYDROCHLORIDE S ORAL Overdose of 11 x 75mg

tablets
 

Blood creatine phosphokinase increased ALCOHOL S UNKNOWN  
Alanine aminotransferase increased  
Blood albumin decreased  
Blood alkaline phosphatase increased  
Blood calcium decreased  
Blood chloride increased  
Blood creatinine decreased  
Blood magnesium decreased  
Blood phosphorus decreased  
Blood phosphorus increased  
Blood urea decreased  
C-reactive protein increased  
Gamma-glutamyltransferase increased  
Haematocrit decreased  
Haemoglobin decreased  
Lymphocyte count decreased  
Mean cell haemoglobin concentration increased  
Mean cell haemoglobin increased  
Monocyte count increased  
Neutrophil count increased  
Overdose  
PO2 increased  
Red blood cell count decreased  
Rhinorrhoea  
Staphylococcal infection  
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Detailed Report
6121127
Preferred Term Product Role Route Dosage Text Duration Manufacturer
White blood cell count increased  
6167274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2006 6167274 EXPEDITED (15-DAY) Y OT HQWYE344220OCT06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S 37.5 MG  
Anorgasmia  
Drug withdrawal syndrome  
6177809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Nov-2006 6177809 EXPEDITED (15-DAY) N HO,OT HQWYE960231OCT06 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Unevaluable event ALCOHOL (ETHANOL) S ORAL 2 BEERS, ORAL  
Alcohol use TRAZODONE HYDROCHLORIDE C  

Page: 2,082 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6167164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2006 6167164 EXPEDITED (15-DAY) N HO,OT FR-
ABBOTT-06P-056-03488
21-00

34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium DEPAKENE S ORAL  
Diabetes mellitus VENLAFAXINE HYDROCHLORIDE S ORAL  
Premature labour RISPERIDONE S ORAL  

DIAZEPAM S ORAL 5mg on the morning and
midday and 10mg on the
evening and at the
bedtime

 

HALOPERIDOL S ORAL  
HALOPERIDOL S ORAL  
HALOPERIDOL S ORAL  

6167374FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2006 6167374 EXPEDITED (15-DAY) Y OT GBWYE282719OCT06 43 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 225 MG FREQUENCY

UNKNOWN
 

Physical assault QUETIAPINE C  
Limb injury PROPRANOLOL C  
Laceration  
6172108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2006 6172108 DIRECT Y HO 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatocellular injury EFFEXOR XR S ORAL 75 MG  DAILY  PO  WYETH
Encephalopathy GABAPENTIN C  

OXANDROLONE C  
SIMVASTATIN C  
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Detailed Report
6175206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2006 6175206 DIRECT N HO,LT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG 1X DAILY

ORAL
 WYETH

CYMBALTA S ORAL 60 1 X DAILY ORAL  
6176068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Nov-2006 6176068 DIRECT Y DS,OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcoholism EFFEXOR XR S ORAL 150MG   A DAY  PO  WYETH
Mania EFFEXOR XR C  
Depression  
Drug dependence  
Flatulence  
Hyperhidrosis  
Loss of libido  
Weight increased  
Weight loss poor  

5953795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 5953795 EXPEDITED (15-DAY) Y OT GBWYE209906DEC05 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S 150MG  
Foetal death  
Maternal exposure during pregnancy  
Twin pregnancy  
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6101213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6101213 EXPEDITED (15-DAY) Y HO,OT FRWYE246119JUL06 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Spontaneous haematoma EFFEXOR S ORAL ORAL 95 DAY
Coagulation factor XI level decreased UNSPECIFIED INGREDIENT S ORAL ORAL 11 DAY
Platelet aggregation decreased IKARAN (DIHYDROERGOTAMINE

MESILATE)
C  

Arthralgia  
Coagulation factor IX level decreased  
Coagulation factor VIII level decreased  
6147367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6147367 EXPEDITED (15-DAY) Y DS FRWYE048727SEP06 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE 1 MTH
Activities of daily living impaired  
Disturbance in attention  
Feeling cold  
Hot flush  
Libido increased  
Nervousness  
Paraesthesia oral  
6173192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6173192 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5       2       PO  WYETH
Weight increased  
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Detailed Report
6177664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6177664 EXPEDITED (15-DAY) Y OT NLWYE1104040OCT06 65 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral infarction EFFEXOR XR S 75 MG 1X PER 1 DAY 841 DAY
Swollen tongue  
Tongue discolouration  
6177666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6177666 EXPEDITED (15-DAY) Y DS,OT SEWYE291520OCT06 68 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intervertebral disc protrusion EFFEXOR S ORAL 75 MG ORAL  

CODEINE SULFATE C  
ETODOLAC C  
FLUANXOL (FLUPENTIXOL
DIHYDROCHLORIDE)

C  

LAMOTRIGINE (LAMOTRIGINE) C  
6177763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6177763 EXPEDITED (15-DAY) Y DE PAR_0998_2006 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUSPIRONE S ORAL DF PO  

ASPIRIN S ORAL DF PO  
VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  

6178301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6178301 EXPEDITED (15-DAY) Y DE HQWYE946431OCT06 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse ATIVAN S ORAL ORAL  
Overdose CLONAZEPAM S ORAL ORAL  
Cardiac arrest EFFEXOR S ORAL ORAL  
Respiratory arrest  
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Detailed Report
6178309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6178309 EXPEDITED (15-DAY) Y OT 2006133949 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion RELPAX S  
Hypoaesthesia EFFEXOR S  
6178476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6178476 EXPEDITED (15-DAY) Y OT CAWYE470108NOV06 43 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Purpura EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Mouth haemorrhage  
6178627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6178627 EXPEDITED (15-DAY) Y HO HQWYE610107NOV06 33 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL 20 CAPSULES OF 75

MG AND 6 CAPSULES
OF 150 MG ORAL

1 DAY

Intentional overdose VALPROATE SODIUM S ORAL 20 TABLETS
(OVERDOSE AMOUNT)

1 DAY
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Detailed Report
6178681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2006 6178681 EXPEDITED (15-DAY) HO,OT DEWYE423406NOV06 73 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
8 DAY

Hypokalaemia METOPROLOL TARTRATE S ORAL 75 MG 1 X PER 1 DAY
ORAL FOR A LONGER
PERIOD

 

Hyponatraemia RAMIPRIL S ORAL 5 MG 1X PER 1 DAY
ORAL

 

Fatigue HYDROCHLOROTHIAZIDE
\RAMIPRIL

S ORAL 1 TABLET PER DAY
ORAL

6 DAY

Asthenia HYDROCHLOROTHIAZIDE S ORAL 12.5 MG 1X PER 1 DAY
ORAL

2 DAY

NEXIUM (ESOMEPRAZOLE) S ORAL 20 MG 1X PER 1 DAY
ORAL FOR MONTHS

 

TOREM (TORASEMIDE) S ORAL 10 MG 1X PER 1 DAY
ORAL  FOR MONTHS

 

ASS-RATIOPHARM
(ACETYLSALICYLIC ACID)

C  

GLUCOBAY C  
ALLOPURINOL C  
LOCOL (FLUVASTATIN SODIUM) C  
LEVOTHYROXINE SODIUM C  
CIPROFLOXACIN C  
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Detailed Report
6158771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2006 6158771 EXPEDITED (15-DAY) Y OT GBWYE194611OCT06 55 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
 

Paraesthesia LITHIUM (LITHIUM) C  
Memory impairment VITAMIN B-COMPLEX (VITAMIN B-

COMPLEX)
C  

Impaired driving ability THIAMINE (THIAMINE) C  
Drug dose omission ZOPICLONE C  
Depressed level of consciousness  
6168367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2006 6168367 EXPEDITED (15-DAY) Y DE 2006AC02119 44 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide QUETIAPINE S ORAL  ZENECA

VENLAFAXINE HYDROCHLORIDE S ORAL  
AMITRIPTYLINE S ORAL  
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Detailed Report
6177600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2006 6177600 DIRECT N OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S ORAL IN MORNING  ONCE

DAILY  PO
 WYETH

Aggression  
Amnesia  
Drug ineffective  
Fatigue  
Fear  
Insomnia  
Middle insomnia  
Nausea  
Pain  
Suicidal ideation  
6178596FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2006 6178596 EXPEDITED (15-DAY) N HO FRWYE468408NOV06 69 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Aggression  

6177299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2006 6177299 DIRECT N HO 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect dose administered EFFEXOR XR S ORAL 300MG DAILY PO  
Mania  
Mood altered  
Suicidal ideation  
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Detailed Report
6179577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2006 6179577 EXPEDITED (15-DAY) Y DE L06-USA-04699-28 56 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CITALOPRAM S  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S  
Cardiac arrest  
Respiratory arrest  
6179858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2006 6179858 EXPEDITED (15-DAY) Y DE L06-USA-04699-02 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CARBAMAZEPINE S  
Intentional overdose PROPOXYPHENE

HYDROCHLORIDE AND
ACETAMINOPHEN

S  

VENLAFAXINE HYDROCHLORIDE S  
6180090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2006 6180090 EXPEDITED (15-DAY) Y DE L06-USA-04699-15 18 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ESCITALOPRAM OXALATE S  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S  
Intentional overdose BUPROPION HYDROCHLORIDE S  
Respiratory arrest  
6180095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2006 6180095 EXPEDITED (15-DAY) Y DE L06-USA-04699-13 75 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ESCITALOPRAM OXALATE S  
Intentional overdose LEVOTHYROXINE S  

VENLAFAXINE HYDROCHLORIDE S  
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Detailed Report
6180100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2006 6180100 EXPEDITED (15-DAY) Y DE L06-USA-04699-18 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ESCITALOPRAM OXALATE S  
Intentional overdose CLONAZEPAM S  

VENLAFAXINE S  
6181049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2006 6181049 EXPEDITED (15-DAY) Y DE,HO FRWYE444107NOV06 84 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain herniation EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY

ORAL
4 DAY

Subdural haematoma PERSANTINE C  
Hyponatraemia DILTIAZEM C  
6181118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2006 6181118 EXPEDITED (15-DAY) Y LT FRWYE512513NOV06 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular septal defect EFFEXOR XR S TRANSPLACENTAL 75 MG TOTAL DAILY

TRANSPLACENTAL
1457 DAY

Maternal exposure during pregnancy AUGMENTIN ORAL S TRANSPLACENTAL TRANSPLACENTAL 8 DAY
Foetal growth restriction NICOTINE S TRANSPLACENTAL TRANSPLACENTAL 22 DAY
Congenital tricuspid valve atresia PREDNISOLONE S TRANSPLACENTAL TRANSPLACENTAL 22 DAY
Pulmonary artery stenosis congenital TROSPIUM CHLORIDE S TRANSPLACENTAL TRANSPLACENTAL 178 DAY

Page: 2,092 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6147370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6147370 EXPEDITED (15-DAY) HO CAWYE986721SEP06 38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY  
Heart rate abnormal ALCOHOL (ETHANOL) S  
Thrombosis TYLENOL WITH CODEINE S PRN  
Stress TRAZODONE HYDROCHLORIDE C  
Blood viscosity increased LORAZEPAM C  

METOPROLOL TARTRATE C  
RAMIPRIL C  
NITROLINGUAL-PUMPSPRAY
(GLYCERYL TRINITRATE)

C  

OMEPRAZOLE C  
LIPITOR C  
BUPROPION HYDROCHLORIDE C  
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6170787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6170787 EXPEDITED (15-DAY) Y HO,LT,OT DEWYE331625OCT06 68 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PER DAY 4 DAY
Hyponatraemia BUPRENORPHINE

HYDROCHLORIDE
S TRANSDERMAL HALF A PLASTER OF

35 UG/H, ONE
PLASTER OF 35UG/H,
HALF A PLASTER OF
35 UG/H

2 DAY

Apathy  
Blood alkaline phosphatase increased  
Blood cholesterol increased  
Blood creatine phosphokinase increased  
Blood glucose decreased  
Blood potassium increased  
Blood thyroid stimulating hormone increased  
Blood urea increased  
Dehydration  
Inappropriate affect  
Mean cell volume increased  
Opiates positive  
Supraventricular extrasystoles  
Vascular encephalopathy  
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Detailed Report
6173880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6173880 EXPEDITED (15-DAY) Y OT CAWYE344626OCT06 52 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral palsy EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
2 DAY

Nervousness ALPRAZOLAM (ALPRAZOLAM) C  
Condition aggravated ALESSE 28 C  
Abasia  
Insomnia  
Muscle spasms  
Musculoskeletal stiffness  
6180189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6180189 EXPEDITED (15-DAY) HO DEWYE424906NOV06 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 29 DAY
Blood pressure increased  
Blood pressure orthostatic abnormal  
Dizziness  
Fall  
Hyperventilation  
Sinus tachycardia  
6180686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6180686 EXPEDITED (15-DAY) Y DS,OT HQWYE586106NOV06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Influenza like illness EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Drug withdrawal syndrome NEURONTIN C  
PROVIGIL C  
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6180707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6180707 EXPEDITED (15-DAY) Y DS FRWYE423006NOV06 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Talipes EFFEXOR S TRANSPLACENTAL 125 MG TOTAL DAILY

TRANSPLACENTAL
46 DAY

Maternal exposure during pregnancy ATARAX S TRANSPLACENTAL 25 MG;
TRANSPLACENTAL

 

TETRAZEPAM S TRANSPLACENTAL 50 MG 1X PER 1 DAY
TRANSPLACENTAL

46 DAY

ZOLPIDEM TARTRATE S TRANSPLACENTAL 10 MG 1X PER 1 DAY
TRANSPLACENTAL

46 DAY

TRAMADOL HYDROCHLORIDE S TRANSPLACENTAL 200 MG 2X PER 1 DAY
TRANSPLACENTAL

46 DAY

TRANXENE T-TAB S TRANSPLACENTAL 10 MG 2X PER 1 DAY
TRANSPLACENTAL

46 DAY

VALIUM S TRANSPLACENTAL TRANSPLACENTAL  
6180727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6180727 EXPEDITED (15-DAY) Y DE DSA_28906_2006 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest LORAZEPAM S ORAL DF PO  
Respiratory arrest CLONAZEPAM S ORAL DF PO  
Intentional product misuse VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
Poisoning  

Page: 2,096 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6180767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6180767 EXPEDITED (15-DAY) Y HO FRWYE490910NOV06 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital intestinal malformation EFFEXOR XR S TRANSPLACENTAL 2 DOSES TOTAL DAILY

TRANSPLACENTAL
 

Maternal exposure during pregnancy VALPROMIDE S TRANSPLACENTAL 900 MG 1X PER 1 DAY
TRANSPLACENTAL

 

ACEPROMAZINE MALEATE
\CLORAZEPATE DIPOTASSIUM

S TRANSPLACENTAL 2 TABLET 1X PER 1
DAY
TRANSPLACENTAL

 

CITALOPRAM HYDROBROMIDE S TRANSPLACENTAL 2 DOSE 1 X PER 1 DAY
TRANSPLACENTAL

 

XANAX S TRANSPLACENTAL 2 TABLET 1 X PER 1
DAY
TRANSPLACENTAL

 

6181260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6181260 EXPEDITED (15-DAY) Y HO DEWYE280319OCT06 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL 20 TABLETS

(OVERDOSE AMOUNT
10 MG)

1 DAY

Intentional overdose CARBAMAZEPINE S ORAL 80 TABLETS
(OVERDOSE AMOUNT
16000 MG)

1 DAY

Gastrointestinal motility disorder SEROQUEL S ORAL 30 TABLETS
(OVERDOSE AMOUNT
3000 MG)

1 DAY

Fatigue VENLAFAXINE HYDROCHLORIDE S ORAL 10 CAPSULES
(OVERDOSE AMOUNT
1500 MG)

1 DAY

Tachycardia ZYPREXA S ORAL OVERDOSE AMOUNT
UNKNOWN

1 DAY
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6181264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6181264 EXPEDITED (15-DAY) Y HO FRWYE946918SEP06 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vascular encephalopathy EFFEXOR S ORAL 17 DAY
Condition aggravated ZOLPIDEM TARTRATE C  
Anti-thyroid antibody positive COTAREG

(HDYROCHLOROTHIAZIDE/
VALSARTAN)

C  

Blood thyroid stimulating hormone decreased CIPROFIBRATE C  
C-reactive protein increased METFORMIN HYDROCHLORIDE C  
Adrenal disorder  
Autoimmune thyroiditis  
Calcinosis  
Incoherent  
Leukoencephalopathy  
Persecutory delusion  
Speech disorder  
Thyroid mass  
6181313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6181313 EXPEDITED (15-DAY) Y HO SEWYE538215NOV06 77 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemic encephalopathy EFFEXOR S ORAL 75 MG 1X PER 1 DAY;

ORAL
 

Transferrin decreased DIOVAN HCT S ORAL ORAL  
Blood bilirubin increased  
Blood lactate dehydrogenase increased  
Haemoglobin decreased  
Urine sodium decreased  
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6181559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Nov-2006 6181559 EXPEDITED (15-DAY) Y HO,OT BEWYE007325SEP06 62 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY

ORAL
 

Hyponatraemia LORAZEPAM S ORAL 1 MG 1X PER 1 DAY
ORAL

 

Epilepsy SPIRIVA C  
TRAZOLAN (TRAZODONE
HYDROCHLORIDE)

C  

PRAVASTATIN SODIUM C  

6170858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2006 6170858 EXPEDITED (15-DAY) Y HO 2006PK02345 92 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction SEROQUEL S ORAL 1 DAY ZENECA
Hypotension SEROQUEL S ORAL 1 DAY ZENECA
Dizziness DIGITOXIN C ORAL 21 MTH
Fall MOXONIDINE C ORAL 21 MTH
Confusional state PREDNISOLONE C ORAL 21 MTH
Somnolence ZOPICLONE C ORAL 6 DAY
Gait disturbance COTRIM C 6 DAY

REPAGLINIDE C ORAL 4 DAY
METOPROLOL SUCCINATE S ORAL 33 MTH
PANTOPRAZOLE SODIUM S ORAL 3 MTH
VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL 6 DAY
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6180070FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2006 6180070 EXPEDITED (15-DAY) Y DE PAR_0930_2006 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CLONAZEPAM S ORAL DF PO  
Poisoning ACETAMINOPHEN S ORAL DF PO  

VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
6181513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2006 6181513 EXPEDITED (15-DAY) Y DE PAR_0952_2006 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning CLONAZEPAM S DF  
Respiratory arrest LORAZEPAM S ORAL DF PO  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
Intentional product misuse  
6181522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2006 6181522 EXPEDITED (15-DAY) Y DE PAR_0949_2006 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning CLONAZEPAM S ORAL DF PO  
Completed suicide ESCITALOPRAM OXALATE S ORAL DF PO  

VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
6182369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2006 6182369 EXPEDITED (15-DAY) Y DE PAR_0927_2006 56 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning CITALOPRAM S ORAL DF PO  
Respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
Cardiac arrest  
Completed suicide  
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6171223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6171223 EXPEDITED (15-DAY) Y HO 2006PK02343 53 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction AMISULPRIDE S ORAL 1 DAY
Neuroleptic malignant syndrome AMISULPRIDE S ORAL 2 DAY

AMISULPRIDE S ORAL 22 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL 8 DAY
PANTOZOL C ORAL  
AKINETON C ORAL  
ENALAPRIL MALEATE C ORAL SINCE MANY YEARS  
INNOHEP C SUBCUTANEOUS  
DIAZEPAM C ORAL 32 DAY
DIAZEPAM C ORAL  
CYMBALTA C  
ZYPREXA C  
METOPROLOL SUCCINATE S ORAL SINCE MANY YEARS  
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6171225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6171225 EXPEDITED (15-DAY) Y HO 2006PK02340 73 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction NEXIUM S ORAL  ASTRAZENECA
Hypokalaemia TOREM S ORAL  
Hyponatraemia HYDROCHLOROTHIAZIDE

\RAMIPRIL
S ORAL 5/12.5 MG 6 DAY

Blood pressure decreased HYDROCHLOROTHIAZIDE S ORAL 2 DAY
ASPIRIN C ORAL  
GLUCOBAY C ORAL  
ALLOPURINOL C ORAL  
FLUVASTATIN SODIUM C ORAL  
LEVOTHYROXINE SODIUM C ORAL  
CIPROFLOXACIN C ORAL 5 DAY
METOPROLOL TARTRATE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL 8 DAY

6171456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6171456 EXPEDITED (15-DAY) Y DE US-
KINGPHARMUSA00001-
K200601462

75 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LEVOXYL S ORAL  KING

ESCITALOPRAM OXALATE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
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6171580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6171580 EXPEDITED (15-DAY) Y DE US-
KINGPHARMUSA00001-
K200601474

32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide SKELAXIN S ORAL  KING

VENLAFAXINE HYDROCHLORIDE S ORAL  
TRAMADOL HYDROCHLORIDE S ORAL  

6171672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6171672 EXPEDITED (15-DAY) Y HO,LT DSA_28870_2006 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL 10 MG ONCE PO  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 1500 MG ONCE PO  
Fatigue CARBAMAZEPINE S ORAL 16000 MG ONCE PO  
Tachycardia SEROQUEL S ORAL 3000 MG ONCE PO  

ZYPREXA S DF ONCE  
6182402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6182402 EXPEDITED (15-DAY) Y OT 2006US002541 46 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest ADENOSCAN S INTRAVENOUS 140 RK/MIN, TOTAL

DOSE, IV NOS
 

Drug interaction VENLAFAXINE S ORAL 75 MG, ORAL 2 MIN
IBUPROFEN C  
INDOMETHACIN C  
PANTOPRAZOLE
(PANTOPRAZOLE)

C  

PARACETAMOL C  
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6183037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6183037 EXPEDITED (15-DAY) Y LT DEWYE438707NOV06 41 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG PER DAY

ORAL
45 DAY

Alanine aminotransferase increased MIRTAZAPINE (MIRTAZAPINE) C  
Aspartate aminotransferase increased  
Musculoskeletal discomfort  
6183231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6183231 EXPEDITED (15-DAY) Y OT GBWYE469108NOV06 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S 75 MG 1X PER 1 DAY  
Blood pressure increased  
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6183250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6183250 EXPEDITED (15-DAY) Y DE,HO FRWYE496310NOV06 64 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphonia EFFEXOR S ORAL 1 DOSE 1X PER 1 DAY

ORAL  LONG
STANDING

 

Metastasis ATORVASTATIN CALCIUM S ORAL 1 TABLET 1X PER 1
DAY ORAL LONG
STANDING

 

Lung carcinoma cell type unspecified recurrent SINTROM C  
Metastases to liver LASILIX (FUROSEMIDE) C  
General physical health deterioration DIGOXIN (DIGOXIN) C  
Pleural effusion CORDARONE C  

POTASSIUM CHLORIDE C  
ALPRAZOLAM (ALPRAZOLAM) C  
INEXIUM (ESOMEPRAZOLE) C  
CORGARD C  
TRAMADOL HYDROCHLORIDE C  
SOLU-MEDROL C  

6183861FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6183861 EXPEDITED (15-DAY) Y DS SEWYE530215NOV06 49 YR Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction EFFEXOR S ORAL SEE IMAGE  
Nightmare ALCOHOL S ORAL 4-7 500 ML BEERS

DAILY, PREVIOUSLY
12-16 ORAL

 

Malaise SIMVASTATIN C  
Condition aggravated INSULATARD NPH HUMAN C  
Alcohol intolerance  
Alcoholism  
Depression  
Loss of consciousness  
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6184095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6184095 EXPEDITED (15-DAY) Y DE SPV1-2006-01652 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CARBAMAZEPINE S  

PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

S  

VENLAFAXINE S  
6188184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2006 6188184 EXPEDITED (15-DAY) Y DS,CA A02200602696 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Talipes TETRAZEPAM S TRANSPLACENTAL 50 MG 46 DAY
Maternal exposure during pregnancy TRAMADOL HYDROCHLORIDE S TRANSPLACENTAL 200 MG BID 46 DAY

TRANXENE T-TAB S TRANSPLACENTAL 10 MG BID 46 DAY
EFFEXOR S 125 MG 46 DAY
ZOLPIDEM TARTRATE S 10 MG OD 46 DAY
VALIUM C  
ATARAX C  

6102429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2006 6102429 EXPEDITED (15-DAY) Y OT PHRM2006FR02298 80 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychomotor hyperactivity EXELON S ORAL 4.5 mg, BID  NOVARTIS
Aggression EFFEXOR S ORAL  
Anger LEVOTHYROX C ORAL 50 mg, QD  
Paranoia LASIX C ORAL 40 mg, QD  

ASPEGIC C ORAL 250 mg, QD  
OMEPRAZOLE C ORAL 20 mg, QD  
TAHOR C ORAL 80 mg, QD  
UNSPECIFIED INGREDIENT C  
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6172063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2006 6172063 EXPEDITED (15-DAY) Y HO FR-
ABBOTT-06P-056-03505
85-00

33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus DEPAKOTE S ORAL  

DEPAKOTE S  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6172489FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2006 6172489 EXPEDITED (15-DAY) HO US-ROXANE
LABORATORIES,
INC-2006-DE-06106GD

55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective SERTRALINE S  ROXANE
General physical health deterioration TRAZODONE HYDROCHLORIDE S  
Drug effect decreased RISPERIDONE S  
No therapeutic response VENLAFAXINE HYDROCHLORIDE S  
Dry mouth TOPIRAMATE S  
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6180301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2006 6180301 DIRECT N HO,OT 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL 150 MG 1 DAILY PO  
Abnormal behaviour  
Dizziness  
Feeling cold  
Hot flush  
Insomnia  
Libido decreased  
Nasopharyngitis  
Nausea  
Nervous system disorder  
Paraesthesia  
Pruritus  
Vision blurred  
6180320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2006 6180320 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder EFFEXOR S ORAL 1/2 RECOMMENDED

INITIAL DOSE ONCE A
DAY PO

 

Dyspnoea  
Extrasystoles  
Heart rate irregular  
Myocardial infarction  
Panic reaction  
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6145231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2006 6145231 EXPEDITED (15-DAY) Y DE,OT 2006111665 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents LITHIUM (LITHIUM) S  
Completed suicide TRAMADOL HYDROCHLORIDE S ORAL ORAL  
Respiratory rate decreased LAMOTRIGINE (LAMOTRIGINE) S ORAL ORAL  
Body temperature decreased OLANZAPINE (OLANZAPINE) S ORAL ORAL  
Coma VENLAFAXINE S  
Blood creatine phosphokinase increased  
Blood creatinine increased  
Blood glucose increased  
Blood potassium increased  
Blood urea decreased  
Brain death  
Cardiac arrest  
Corneal reflex decreased  
Decubitus ulcer  
Extensor plantar response  
Hypoxic-ischaemic encephalopathy  
Rhythm idioventricular  
Ventricular fibrillation  
6183768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2006 6183768 EXPEDITED (15-DAY) Y DE 2006138638 32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest ALPRAZOLAM (ALPRAZOLAM) S  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S  

HYDROCODONE BITARTRATE S  
UNSPECIFIED INGREDIENT S  
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6186701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2006 6186701 EXPEDITED (15-DAY) Y DE IMP_2539_2006 69 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning BUPROPION S ORAL DF PO  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
6187209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2006 6187209 EXPEDITED (15-DAY) Y DE IMP_2540_2006 18 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest BUPROPION S ORAL DF PO  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S ORAL DF PO  
Completed suicide ESCITALOPRAM OXALATE S ORAL DF PO  
Poisoning  
6187338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2006 6187338 EXPEDITED (15-DAY) Y DE IMP_2520_2006 32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning BUPROPION S ORAL DF UNK PO  
Completed suicide ASPIRIN S ORAL DF UNK PO  

VENLAFAXINE HYDROCHLORIDE S ORAL DF UNK PO  
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6173319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2006 6173319 EXPEDITED (15-DAY) Y HO PHBS2006NO17959 77 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Encephalopathy HYDROCHLOROTHIAZIDE

\VALSARTAN
S ORAL  NOVARTIS

Haemoglobin decreased EFFEXOR S ORAL 75 mg, QD  
Blood bilirubin increased  
Blood lactate dehydrogenase increased  
Blood osmolarity decreased  
Blood sodium decreased  
Fall  
Malaise  
Transferrin decreased  
Urine sodium decreased  

6183484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2006 6183484 DIRECT N OT 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 150 MG ONCE A DAY

ORAL
 WYETH

Diarrhoea  
Eye pain  
Hallucination  
Headache  
Influenza like illness  
Insomnia  
Nervous system disorder  
Suicidal ideation  
Toothache  
Tremor  
Vomiting  
Weight decreased  
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6188075FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2006 6188075 EXPEDITED (15-DAY) Y HO,OT HQWYE964120NOV06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR XR S ORAL ORAL  
Dizziness  
Heart rate irregular  
6188092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2006 6188092 EXPEDITED (15-DAY) Y HO FRWYE552216NOV06 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 37.5 MG 1X PER 1 DAY  
Fall DITROPAN C  
General physical health deterioration DIOSMIN             (DIOSMIN) C  
Hypokalaemia TETRAZEPAM C  
Parkinsonian rest tremor CACIT                     (CALCIUM

CARBONATE/CITRIC ACID)
C  

Decreased appetite VITAMIN D3 (COLECALCIFEROL) C  
Condition aggravated EVISTA C  
Blood pressure increased AVLOCARDYL (PROPRANOLOL

HYDROCHLORIDE)
C  

Akinesia TRAMADOL HYDROCHLORIDE C  
Psychomotor retardation MUCOMYST C  
Abulia  
Aphasia  
Asthenia  
Depression  
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6188098FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2006 6188098 EXPEDITED (15-DAY) Y OT BEWYE758321JUN06 62 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial flutter EFFEXOR S ORAL 150MG 1X PER 1 DAY 129 DAY

XANAX XR C  
RANTIDINE (RANITIDINE) C  
MEBEVERINE (MEBEVERINE) C  

6189473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2006 6189473 EXPEDITED (15-DAY) Y OT HQWYE986120NOV06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Memory impairment EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN; ORAL
 

Depression  
Drug dose omission  
Drug withdrawal syndrome  
Overdose  
Suicide attempt  
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6189500FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2006 6189500 EXPEDITED (15-DAY) N HO HQWYE890217NOV06 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR S ORAL SEE IMAGE  
Vomiting NEXIUM (ESOMEPRAZOLE) C  
Anxiety  
Dehydration  
Diarrhoea  
Dizziness  
Drug withdrawal syndrome  
Hyperhidrosis  
Lethargy  
Paraesthesia  
Tremor  
6189660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2006 6189660 EXPEDITED (15-DAY) Y DE 6027523 75 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LEVOTHYROXINE SODIUM S ORAL ORAL  

ESCITALOPRAM OXALATE S  
VENLAFAXINE S  

6175185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2006 6175185 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20061104886

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction REMINYL S ORAL  
Catatonia VENLAFAXINE HYDROCHLORIDE S ORAL  

Page: 2,114 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6175219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2006 6175219 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20061104887

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction REMINYL S ORAL  
Catatonia VENLAFAXINE HYDROCHLORIDE S ORAL  
6184255FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2006 6184255 DIRECT N LT,OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ONCE DAILY 9 MTH WYETH
Aggression  
Anger  
Anxiety  
Crying  
Drug ineffective  
Drug withdrawal syndrome  
Headache  
Suicidal ideation  
Tremor  
Visual impairment  
Weight increased  
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6191659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2006 6191659 DIRECT N OT 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S ORAL 1 DAILY PO  WYETH
Confusional state  
Drug dose omission  
Drug withdrawal syndrome  
Emotional distress  
Inappropriate schedule of drug administration  
Nausea  
Paraesthesia  
Somnolence  
Vertigo  
Vomiting  
6193828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2006 6193828 EXPEDITED (15-DAY) Y HO,OT FRWYE334325OCT06 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR S ORAL SEE IMAGE  
Condition aggravated  

6176815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2006 6176815 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0617275A

67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea WELLBUTRIN XL S ORAL 150MG Per day 3 DAY GLAXOSMITHKLINE
Eructation EFFEXOR XR S 150MG Per day 1 YR
Frequent bowel movements DIOVAN C  
Euphoric mood LASIX C  GLAXOSMITHKLINE
Somnolence TRICOR C  
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6176819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2006 6176819 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0617471A

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea WELLBUTRIN XL S ORAL 10 DAY GLAXOSMITHKLINE
Hyperacusis EFFEXOR XR S 75MG Per day 4 MTH
Hyperhidrosis UNSPECIFIED INGREDIENT C  
Crying  
Dizziness  
6177133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2006 6177133 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0621518A

58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia WELLBUTRIN XL S ORAL 300MG Per day  GLAXOSMITHKLINE
Drug interaction EFFEXOR S UNKNOWN  
6177233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2006 6177233 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0625113A

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension WELLBUTRIN XL S  GLAXOSMITHKLINE

EFFEXOR S  
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6183224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2006 6183224 EXPEDITED (15-DAY) Y OT ATWYE518614NOV06 26 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL TWICE 150 MG; ORAL  
Aggression  
Nightmare  
Suicidal ideation  
6190099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2006 6190099 EXPEDITED (15-DAY) Y HO 2006143228 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No therapeutic response SERTRALINE S  
General physical health deterioration TRAZODONE HYDROCHLORIDE S 100 MG  
Dry mouth RISPERIDONE (RISPERIDONE) S  

VENLAFAXINE S  
TOPIRAMATE S  

6190301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2006 6190301 EXPEDITED (15-DAY) OT CAWYE586820NOV06 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL SEE IMAGE  
Crying  
Drug withdrawal syndrome  
Paraesthesia  
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6173809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2006 6173809 EXPEDITED (15-DAY) Y OT CAWYE357727OCT06 42 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR XR S ORAL 75 MG OD  
Road traffic accident VALPROATE SODIUM C  

TEGRETOL C  
SEROQUEL C  

6178223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2006 6178223 EXPEDITED (15-DAY) Y HO FR-
MERCK-0611FRA00080

76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia ZOCOR S ORAL  MERCK

VENLAFAXINE HYDROCHLORIDE S ORAL  
AMIODARONE C ORAL  
ATENOLOL C ORAL  
ATENOLOL C ORAL  
ASPIRIN C ORAL  
DIACEREIN C ORAL  
METFORMIN C ORAL  
ACETAMINOPHEN C ORAL  
ROPINIROLE HYDROCHLORIDE C ORAL  
CARBIDOPA AND LEVODOPA C ORAL  
ISOSORBIDE DINITRATE C  
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6180719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2006 6180719 EXPEDITED (15-DAY) HO,OT DEWYE423906NOV06 92 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 6 DAY
Hypotension METOPROLOL SUCCINATE S ORAL 37.5 MG  
Dizziness PANTOZOL S ORAL 20 MG  
Fall SEROQUEL S ORAL SEE IMAGE 1 DAY
Sinus tachycardia DIGITOXIN C  
Supraventricular extrasystoles CYNT (MOXONIDINE) C  
Ventricular extrasystoles PREDNISOLONE C  

ZOPICLONE C  
COTRIM C  
NOVONORM (REPAGLINIDE) C  

6230739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2006 6230739 EXPEDITED (15-DAY) Y HO 2006R1-04278 43 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis PIROXICAM S ORAL TABLET, ORAL  

ZOPICLONE S ORAL ORAL  
IBUPROFEN S  
PANTOPRAZOLE SODIUM S  
EFFEXOR S  

Page: 2,120 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6140223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2006 6140223 EXPEDITED (15-DAY) Y DS HQWYE437107SEP06 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Depression PREMARIN C  
Alopecia HYDROCODONE C  
Libido decreased LIDODERM C  
Unevaluable event FLEXERIL C  
Insomnia MEDROL C  
Sleep disorder ULTRACET C  
Arthralgia  
Drug dependence  
Drug withdrawal syndrome  
Feeling abnormal  
Headache  
Mood swings  
Muscle swelling  
Myalgia  
Nausea  
Vertigo  
Weight increased  
6149199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2006 6149199 EXPEDITED (15-DAY) Y OT CHWYE102203OCT06 50 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eye pain EFFEXOR S ORAL SEE IMAGE  
Corneal erosion  
Hyperhidrosis  
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6186310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2006 6186310 DIRECT N OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR XR S 1 TABLET DAILY 6 MTH WYETH
Abdominal discomfort  
Economic problem  
Feeling abnormal  
Thirst  
Tinnitus  
Vision blurred  

5919504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2006 5919504 EXPEDITED (15-DAY) N HO,OT 2005118250 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective NEURONTIN S  
Suicide attempt EFFEXOR S  
Intentional overdose SKELAXIN S  
Pneumonia aspiration BENZODIAZEPINE DERIVATIVES

(BENZODIAZEPINE
DERIVATIVES)

S  

Acute respiratory failure  
Bipolar I disorder  
Lethargy  
Leukocytosis  
Metabolic encephalopathy  
Personality disorder  
Pyrexia  
Staphylococcal infection  
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6179716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2006 6179716 EXPEDITED (15-DAY) Y HO 2006CG01947 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia TENORMIN S ORAL  ZENECA
General physical health deterioration TENORMIN S ORAL  ZENECA
Decreased appetite CORDARONE S ORAL  
Weight decreased ASPIRIN S ORAL  
Dyspnoea ZOCOR S ORAL  
Renal failure DIACEREIN S ORAL  
Hepatitis EFFEXOR S ORAL  

MYSOLINE C ORAL  
METFORMIN HYDROCHLORIDE C  
DOLIPRANE C  
REQUIP C  
REQUIP C  
SINEMET C 150 + 600 MG DAILY  
SINEMET C 150 + 600 MG DAILY  
ISOSORBIDE DINITRATE C INHALATION  

6180224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2006 6180224 EXPEDITED (15-DAY) HO SE-
AVENTIS-200622246GD
DC

76 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia MINIRIN S  AVENTIS
Drug interaction EFFEXOR S  

LEVOTHYROXINE C  
LACTULOSE C  
PROPIOMAZINE MALEATE C  
SIMVASTATIN C  
ACETYLSALICYLIC ACID C  
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6189759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2006 6189759 DIRECT Y HO,OT 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG PO BID  
Headache  
6197198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2006 6197198 DIRECT N OT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR XR S ORAL 150 MG  EACH DAY PO  WYETH
Chills  
Depression  
Drug withdrawal syndrome  
Emotional disorder  
Hyperhidrosis  
Hypophagia  
Muscle spasms  
Nausea  
Paraesthesia  
Tinnitus  
Unevaluable event  
Visual impairment  
6202708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2006 6202708 EXPEDITED (15-DAY) Y DS GBWYE643024NOV06 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle rigidity EFFEXOR S ORAL 75 MG ORAL  
Mobility decreased  
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6204424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2006 6204424 DIRECT Y OT 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria EFFEXOR XR S ORAL 37.5MG DAILY PO  
Rash  

6014410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2006 6014410 EXPEDITED (15-DAY) Y HO DE-
JNJFOC-20060305152

42 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombophlebitis EVRA S TRANSDERMAL  
Drug interaction LEVOMEPROMAZINE MALEATE S ORAL  

LEVOMEPROMAZINE MALEATE S ORAL  
LEVOMEPROMAZINE MALEATE S ORAL  
BIFITERAL C  
VENLAFAXINE HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6203297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2006 6203297 EXPEDITED (15-DAY) Y HO SEWYE680529NOV06 35 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral infarction EFFEXOR S ORAL 300 MG PER DAY,

ORAL
 

Malaise ATENOLOL (ATENOLOL) C  
Plasminogen activator inhibitor increased  
Sensory disturbance  
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6203371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2006 6203371 EXPEDITED (15-DAY) Y HO DSA_29039_2006 49 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia LORAZEPAM S ORAL DF Q DAY PO  
White blood cell count decreased EFFEXOR S ORAL 200 MG QAM PO  

EFFEXOR S ORAL 150 MG Q DAY PO  
EFFEXOR S ORAL 25 MG 1XNIGHT PO  
PHENYTOIN SODIUM S ORAL 100 MG QID PO  
PIRACETAM S ORAL DF UNK PO  
TERCIAN   /00759301/ S ORAL 110 MG Q DAY PO  

7462147FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2006 7462147 EXPEDITED (15-DAY) Y HO,CA 2006148101 < 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy XANAX S  
Gastrointestinal malformation ACEPROMETAZINE

\CLORAZEPATE DIPOTASSIUM
S  

Apgar score low CITALOPRAM HYDROBROMIDE S  
Anorectal disorder EFFEXOR S  

VALPROMIDE S  
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6181533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2006 6181533 EXPEDITED (15-DAY) Y HO US-
KINGPHARMUSA00001-
K200601523

73 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypokalaemia ALTACE S ORAL 5 mg, qd 8640 MIN KING
Hyponatraemia HYDROCHLOROTHIAZIDE S ORAL 12.5 mg, UNK 8640 MIN
Hyporeflexia METOPROLOL TARTRATE S ORAL 75 mg, qd  
Fatigue NEXIUM S ORAL 20 mg, qd  
Decreased activity VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg, qd  
Oedema TORSEMIDE S ORAL 10 mg, qd  
Drug interaction HYDROCHLOROTHIAZIDE S ORAL 12.5 mg, UNK 2880 MIN

ACETYLSALICYLIC ACID C ORAL 100 mg, UNK  
GLUCOBAY C ORAL 150 mg, UNK  
ALLOPURINOL C ORAL 100 mg, UNK  
LOCOL C ORAL 80 mg, UNK  
LEVOTHYROXINE                      /
00068002/

C ORAL 100 ug, UNK  

CIPROFLOXACIN C ORAL 50 mg, UNK 7200 MIN
6182103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2006 6182103 EXPEDITED (15-DAY) Y DE,OT US-BRISTOL-MYERS
SQUIBB
COMPANY-13598644

43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUSPIRONE HYDROCHLORIDE S  BRISTOL MYERS SQUIBB

ASPIRIN S  
VENLAFAXINE HYDROCHLORIDE S  
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6272657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Dec-2006 6272657 NON-EXPEDITED Y DE,OT USA-2006-0024394 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose OXYCONTIN S  
Substance abuse METHADONE HYDROCHLORIDE S  

COCAINE (COCAINE) S  
VENLAFAXINE S  
NICOTINE S  
SEROQUEL C  
EFFEXOR C  
KLONOPIN C  

5659535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 5659535 EXPEDITED (15-DAY) N DE HQWYE614407OCT04 11 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S  
Mania ZOLOFT S SEE IMAGE  
Irritability RISPERDAL C  
Hostility ZANTAC C  
Anxiety  
Asphyxia  
Completed suicide  
Condition aggravated  
Conversion disorder  
Delirium  
Impulse-control disorder  
Restlessness  
School refusal  
Suicidal ideation  
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6182699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 6182699 EXPEDITED (15-DAY) Y HO 2006PK02552 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ileus SEROQUEL S 3 YR ZENECA

VENLAFAXINE HYDROCHLORIDE S 3 YR
6202962FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 6202962 DIRECT N DE Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
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6205361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 6205361 EXPEDITED (15-DAY) Y HO HQWYE550227NOV06 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes EFFEXOR XR S ORAL 2 CAPSULES IN THE

MORNING; 1 CAPSULE
IN THE MORNING
ORAL

 

Overdose EFFEXOR S ORAL 1 CAPSULE IN THE
MORNING, ORAL

 

Gait disturbance TEGRETOL S 4-6 DOSES
(OVERDOSE AMOUNT)

 

Dysarthria UNISOM SLEEPTABS S 4 TABLETS
(OVERDOSE AMOUNT)

 

Suicide attempt CLONAZEPAM C  
DETROL C  
ZETIA (EZETIMIBE) C  
PRAVACHOL C  
NEFAZODONE HYDROCHLORIDE C  
NEURONTIN C  
ATENOLOL (ATENOLOL) C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

FLONASE C  
SODIUM CHLORIDE C  
PROTONIX C  
PRANDIN C  
ACTOS C  
METFORMIN HYDROCHLORIDE C  
GLYCERYL TRINITRATE
(GLYCERYL TRINITRATE)

C  
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6205885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 6205885 EXPEDITED (15-DAY) Y OT GBWYE013525SEP06 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR S TRANSPLACENTAL 150 MG 1X PER 1 DAY  
Irritability QUETIAPINE S TRANSPLACENTAL 150MG, FREQUENCY

UNKNOWN
 

Agitation neonatal  
Gastrooesophageal reflux disease  
Generalised tonic-clonic seizure  
Maternal exposure during pregnancy  
Neonatal disorder  
Patent ductus arteriosus  
6205943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 6205943 EXPEDITED (15-DAY) Y OT HQWYE152204DEC06 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic neuropathy EFFEXOR XR S 225 MG 1X PER 1 DAY,

ORAL
 

CLONAZEPAM C  
ESTRADIOL C  
AMBIEN C  
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6205953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 6205953 EXPEDITED (15-DAY) Y DE GBWYE659027NOV06 35 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S 75 MG FREQUENCY  
Agitation  
Insomnia  
Negative thoughts  
Panic attack  
Psychiatric symptom  
Restlessness  
Tachyphrenia  
6205995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 6205995 EXPEDITED (15-DAY) N DS HQWYE234113NOV06 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Crying EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Apathy ZOLOFT C  
Drug effect decreased ADDERALL C  
Social avoidant behaviour TOPAMAX C  
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6206094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2006 6206094 EXPEDITED (15-DAY) N OT 2006146808 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric bypass NEURONTIN S 900 MG (300 MG, 3 IN 1

D)
 

Bipolar I disorder CHANTIX S  
Amnesia BUSPAR S 30 MG (15 MG, 2 IN 1

D)
 

Loss of consciousness DOXEPIN HYDROCHLORIDE S 150 MG (50 MG, 3 IN 1
D)

 

Fall EFFEXOR XR S 150 MG (150 MG,
DAILY: EVERY DAY)

 

Limb injury ZONEGRAN S 200 MG (100 MG, BID:
EVERY DAY)

 

Back injury ELIXOPHYLLIN (THEOPHYLLINE) C  
Joint injury AMBIEN C  
Nervousness LEVBID (HYSOCYAMINE

SULFATE)
C  

Candida infection POTASSIUM (POTASSIUM) C  
Affective disorder LASIX C  
Stomatitis AMITIZA (LUBIPROSTONE) C  

FLONASE C  
CALCIUM CITRATE (CALCIUM
CITRATE)

C  

IRON (IRON) C  
VITAMINS C  
FISH OIL (FISH OIL) C  
VITAMIN B12 C  

3166346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2006 3166346 EXPEDITED (15-DAY) Y HO 8-98310-091A 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
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3166346
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Insomnia EFFEXOR S ORAL 75 MG 1X PER 1 DAY,
ORAL

 

Anxiety SYNTHROID (LEVOTHYROXINE)
(SYNTHROID (LEVOTHYROXINE))

C  

Aggression MELATONIN (MELATONIN) C  
Pain DHEA (PRASTERONE) C  
Mental disorder FLAGYL C  
Anhedonia  
Arterial injury  
Blood pH decreased  
Blood potassium decreased  
Blood pressure increased  
Condition aggravated  
Delusional disorder, unspecified type  
Dizziness  
Drug screen positive  
Electrocardiogram PR shortened  
Emotional distress  
Flat affect  
Haematocrit decreased  
Haemoglobin decreased  
Haemorrhage  
Hallucination  
Heart rate increased  
Hypotension  
Imprisonment  
Mental impairment  
PCO2 decreased  
PCO2 increased  
Physical assault  
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3166346
Preferred Term Product Role Route Dosage Text Duration Manufacturer
PO2 increased  
Scar  
Suicide attempt  
Unemployment  
White blood cells stool  
5689121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2006 5689121 EXPEDITED (15-DAY) N DE HQWYE393711NOV04 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 37.5 MG 2X PER 1 DAY  
Feeling of despair NEXIUM (ESOMEPRAZOLE) C  
Anxiety CEFZIL C  
Completed suicide CELEBREX C  
Antidepressant drug level below therapeutic  
Gun shot wound  
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6176692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2006 6176692 EXPEDITED (15-DAY) Y HO CAWYE368230OCT06 61 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Epistaxis TYLENOL WITH CODEINE C  
Haematochezia VASOTEC C  
Oral pustule TRAZODONE HYDROCHLORIDE C  
Mouth haemorrhage CALCIUM WITH VITAMIN D

(CALCIUM PHOSPHATE/CALCIUM
SODIUM LACTATE/
ERGOCALCIFEROL)

C  

Condition aggravated  
Depression  
Drug ineffective  
Immune thrombocytopenic purpura  
Impaired healing  
Increased tendency to bruise  
Platelet count abnormal  
Postmenopausal haemorrhage  
Rectal haemorrhage  
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6207252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2006 6207252 EXPEDITED (15-DAY) Y HO,OT FRWYE771707DEC06 69 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pemphigoid EFFEXOR S ORAL ORAL  

SECTRAL C  
IMOVANE (ZOPICLONE) C  
ALLOPURINOL C  
ENALAPRIL MALEATE AND
HYDROCHLOROTHIAZIDE

C  

SIMVASTATIN C  
PREDNISONE C  
ATARAX C  
LEXOMIL (BROMAZEPAM) C  

6281334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2006 6281334 NON-EXPEDITED Y RI 2003UW13230 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose SEROQUEL S  
Hypotension EFFEXOR S  
Bradycardia NEURONTIN S  
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6282770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2006 6282770 NON-EXPEDITED Y RI 2006UW04059 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Partial seizures SEROQUEL S  

EFFEXOR S  
TRUVADA C  
REYATAZ C  
NORVIR C  
ACYCLOVIR C  
KLONOPIN C  
AVAPRO C  

6282819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2006 6282819 NON-EXPEDITED Y RI 2005UW05107 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion SEROQUEL S  

EFFEXOR S  
6298021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2006 6298021 NON-EXPEDITED Y HO 2004UW01604 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor SEROQUEL S ORAL 1200 MG DAILY PO  

EFFEXOR XR S 150 MD QD  
PROLIXIN DECANOATE S 50 MG Q2WK  
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6147119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2006 6147119 EXPEDITED (15-DAY) Y HO CHWYE003122SEP06 99 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR S ORAL 37.5 MG 1X PER 1 DAY

ORAL
 

Drug interaction OXAZEPAM S ORAL 15 MG 1X PER 1 DAY
ORAL

 

Vomiting MORPHINE S SUBCUTANEOUS 3 MG 1X PER 1 DAY
SC

1 DAY

Femoral neck fracture SEROQUEL S ORAL 25MG, ORAL  
Diarrhoea BUPRENORPHINE

HYDROCHLORIDE
S SUBLINGUAL 0.2 MG 1X PER 1 DAY

SUBLINGUAL
1 DAY

Procedural pain BUPRENORPHINE
HYDROCHLORIDE

S SUBLINGUAL 0.2 MG 1X PER 1 DAY
SUBLINGUAL

1 DAY

Drug withdrawal syndrome VERAPAMIL HYDROCHLORIDE S ORAL 120 MG 1X PER 1 DAY
ORAL

 

Bradypnoea PERFALGAN C  
Miosis NEXIUM (ESOMEPRAZOLE) C  

METOPROLOL TARTRATE C  
COSAAR (LOSARTAN
POTASSIUM)

C  
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Detailed Report
6202301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2006 6202301 EXPEDITED (15-DAY) Y HO,OT L06-USA-04934-01 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose CARBAMAZEPINE S  
Serotonin syndrome VENLAFAXINE HYDROCHLORIDE S  
Neuroleptic malignant syndrome TOPIRAMATE S  
Sinus tachycardia DIVALPROEX SODIUM S  
Hypoxia RISPERIDONE S  
Accidental exposure to product  
Atrial flutter  
Neutrophilia  
Shift to the left  
White blood cell count increased  
6207257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2006 6207257 EXPEDITED (15-DAY) Y OT CAWYE412103NOV06 39 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Nausea VENTOLIN (SALBUTAMOL

SULFATE)
C  

Paraesthesia FLOVENT C  
Aggression  
Dizziness  
Loss of libido  
Nightmare  
Sopor  
Vomiting  
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Detailed Report
6208731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2006 6208731 EXPEDITED (15-DAY) Y HO FRWYE756106DEC06 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Renal failure DIACEREIN S ORAL 50 MG 1X PER 1 DAY
ORAL

 

Hyponatraemia CORDARONE S ORAL 200 MG 1X PER 1 DAY
ORAL

 

General physical health deterioration ACETAMINOPHEN S ORAL 2 G TOTAL DAILY
ORAL

 

Dyspnoea ASPIRIN LYSINE S ORAL 75 MG 1X PER 1 DAY
ORAL

 

Condition aggravated METFORMIN S ORAL 850 MG 1X PER 1 DAY
ORAL

 

MYSOLINE S ORAL 250 MG 1X PER 1 DAY
ORAL

 

REQUIP S ORAL 1 TABLET 3X PER 1
DAY ORAL

 

REQUIP S ORAL 1 MG 3X PER 1 DAY
ORAL

 

SINEMET S ORAL 50 MG CARBIDOPA/
200 MG LEVODOPA, 3
TIMES DAILY ORAL

 

SINEMET S ORAL 50 MG CARBIDOPA/
200 MG LEVODOPA, 3
TIMES DAILY ORAL

 

TENORMIN S ORAL 150 MG TOTAL DAILY
ORAL

 

TENORMIN S ORAL ORAL  
ZOCOR S ORAL 40 MG 1X PER 1 DAY

ORAL
 

ISOSORBIDE DINITRATE C  
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Detailed Report
5965422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 5965422 NON-EXPEDITED N OT HQWYE126020OCT05 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Condition aggravated LEVOTHYROXINE SODIUM C  
Anxiety AMBIEN C  
Depression AMITRIPTYLINE

HYDROCHLORIDE
C  

BENADRYL C  
VITAMINS NOS C  

5965436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 5965436 NON-EXPEDITED Y OT HQWYE738329SEP05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphocytosis EFFEXOR XR S 75 MG 1X PER 1 DAY  
Contusion PROZAC C  

ZOLOFT C  
NASONEX C  

5965437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 5965437 NON-EXPEDITED Y HO,OT HQWYE746629SEP05 75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular tachycardia EFFEXOR XR S ORAL ORAL  
Syncope AMITRIPTYLINE

HYDROCHLORIDE
C  

COUMADIN C  
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Detailed Report
5965444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 5965444 NON-EXPEDITED Y OT HQWYE766206DEC04 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Dizziness DIAZEPAM (DIAZEPAM) C  
Nausea NAPROXEN (NAPROXEN) C  
Condition aggravated  
Drug withdrawal syndrome  
Electric shock  
Incorrect dose administered  
Oculogyric crisis  
Paraesthesia  
Restlessness  
Tension  
Tension headache  
Vertigo  
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Detailed Report
5965697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 5965697 NON-EXPEDITED Y OT HQWYE810803OCT05 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Mania FIORICET C  
Insomnia CALCIUM (CALCIUM) C  
Decreased appetite XANAX C  
Rhinalgia RESTORIAL (TEMAZEPAM) C  
Asthenopia VITAMINS NOS C  
Feeling abnormal  
Formication  
Irritability  
Panic attack  
Psychomotor hyperactivity  
Vision blurred  
5974531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 5974531 NON-EXPEDITED N HO HQWYE637204APR05 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Disturbance in attention LAMICTAL C  
Blood cholesterol increased  
Weight increased  
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Detailed Report
6153623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6153623 EXPEDITED (15-DAY) Y OT GBWYE114104OCT06 56 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Contusion EFFEXOR XR S ORAL SEE IMAGE  
Drop attacks LITHIUM CARBONATE (LITHIUM

CARBONATE)
C  

TRIFLUOPERAZINE C  
TEMAZEPAM C  
THYROXINE I 125 (THYROXINE I
125)

C  

DIHYDROCODEINE C  
ATORVASTATIN
(ATORVASTATIN)

C  

6189134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6189134 EXPEDITED (15-DAY) Y HO PHBS2006FR18635 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura CARTEOLOL S 1 drp, QD  NOVARTIS
Haemarthrosis EFFEXOR S ORAL  
Platelet count decreased XALATAN S 1 drp, QD  

HYDROCHLOROTHIAZIDE
\LOSARTAN POTASSIUM

S ORAL 1 DF, QD  

CELIPROLOL HYDROCHLORIDE S ORAL 200 mg, UNK  
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Detailed Report
6205197FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6205197 DIRECT OT 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dose omission EFFEXOR S ORAL 300 MG 1 TIME DAILY

PO
 WYETH

Drug withdrawal syndrome  
Fatigue  
Influenza like illness  
Nervous system disorder  
Sensory disturbance  
6208693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6208693 EXPEDITED (15-DAY) N OT HQWYE458106DEC06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Dizziness  
Drug dose omission  
Drug effect decreased  
Headache  
Inappropriate schedule of drug administration  
Mood swings  
Nausea  
Suicidal ideation  
Treatment noncompliance  
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Detailed Report
6208823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6208823 EXPEDITED (15-DAY) N DE,OT 2006093415 60 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective NEURONTIN S (300 MG)  
Dyspnoea ZOLPIDEM TARTRATE S  
Suicidal ideation EFFEXOR XR S  
Anxiety GABITRIL S  
Condition aggravated ZONEGRAN S  
Tremor RISPERDAL S  
Irritability AMBIEN S  
Completed suicide  
Incorrect dose administered  
Insomnia  
Respiratory arrest  
6284150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284150 NON-EXPEDITED Y OT HQWYE110125SEP06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S SEE IMAGE 2 YR
Drug tolerance decreased  
6284154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284154 NON-EXPEDITED Y DE HQWYE125216OCT06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
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Detailed Report
6284158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284158 NON-EXPEDITED N OT HQWYE126219JUL06 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood glucose decreased EFFEXOR XR S ORAL SEE IMAGE  

ULTRALENTE INSULIN (INSULIN
ZINC SUSPENSION)

C  

LENTE INSULIN C  
HUMALOG C  

6284161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284161 NON-EXPEDITED Y OT HQWYE138723DEC05 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion missed EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy PROTONIX C  
ATIVAN C  
ALBUTEROL (SALBUTAMOL) C  

6284164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284164 NON-EXPEDITED Y DS,OT HQWYE146219JUL06 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cataract EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

6284218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284218 NON-EXPEDITED N OT HQWYE152923DEC05 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Epistaxis FLEXERIL C  
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Detailed Report
6284220FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284220 NON-EXPEDITED Y OT HQWYE156326SEP06 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Anxiety  
Condition aggravated  
6284223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284223 NON-EXPEDITED Y LT,OT HQWYE164904MAY06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1 TOT,

ORAL
 

Agitation  
Anxiety  
Hyperhidrosis  
Hypoaesthesia  
Nausea  
Palpitations  
Pigmentation disorder  
Respiratory rate increased  
Tongue disorder  
Tremor  
6284238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284238 NON-EXPEDITED Y OT HQWYE177107MAR06 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood triglycerides increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Contusion XANAX C  
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Detailed Report
6284312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284312 NON-EXPEDITED Y OT HQWYE426227JUL06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL ORAL  
Maternal exposure during pregnancy  
6284315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284315 NON-EXPEDITED Y OT HQWYE432707NOV05 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Exposure during breast feeding HYDROCHLOROTHIAZIDE S ORAL ORAL  
Maternal exposure during pregnancy  
6284318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284318 NON-EXPEDITED N HO HQWYE439028JUN06 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage EFFEXOR XR S (3) 75 MG CAPSULES

IN AM AND (1) 75 MG
 

KLONOPIN C  
DEXEDRINE C  
VALIUM C  
VITAMIN B12 C  
METHOTREXATE C  
PROMETRIUM C  
ESTRADIOL C  
SYNTHROID C  
ATENOLOL (ATENOLOL) C  
PRILOSEC C  
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Detailed Report
6284323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284323 NON-EXPEDITED N HO,LT,OT HQWYE442728JUN06 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Exercise tolerance decreased  
6284325FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284325 NON-EXPEDITED N OT HQWYE449220JAN06 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

6284332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284332 NON-EXPEDITED N OT HQWYE451408NOV05 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL SEE IMAGE  
Tremor VALIUM C  
Insomnia HYDROCODONE

(HYDROCODONE)
C  

Anxiety  
Condition aggravated  
Nervousness  
6284375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284375 NON-EXPEDITED Y OT HQWYE463822MAR06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR XR S TRANSPLACENTAL 187.5 MG 1X PER 1

DAY,
TRANSPLACENTAL

 

Maternal exposure during pregnancy  
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Detailed Report
6284381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284381 NON-EXPEDITED Y OT HQWYE488723MAR06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S  
6284398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284398 NON-EXPEDITED Y HO HQWYE505023MAY06 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia EFFEXOR XR S 75 MG 1X PER 1 DAY  
6284543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284543 NON-EXPEDITED Y OT HQWYE334413JAN06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR XR S SEE IMAGE  
Contusion  
6284548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284548 NON-EXPEDITED Y OT HQWYE338522JUN06 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
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Detailed Report
6284552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284552 NON-EXPEDITED Y HO,OT HQWYE344615MAR06 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ONE WEEK'S WORTH

OF MEDICATIONS
(OVERDOSE
AMOUNT),ORAL

 

Stress RISPERDAL S 0.5 MG 1X PER 1 DAY  
Convulsion  
Headache  
Suicide attempt  
6284555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284555 NON-EXPEDITED N OT HQWYE353116MAY06 81 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE  
Loss of consciousness MINOXIDIL C  
Muscle rigidity PEPCID C  
Tremor TRAZODONE HYDROCHLORIDE C  

PERCOCET C  
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Detailed Report
6284561FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284561 NON-EXPEDITED Y OT HQWYE365216JAN06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 100 MG 1X PER 1 DAY,

ORAL
 

Condition aggravated BUPROPION HYDROCHLORIDE S 100 MG 1X PER 1 DAY  
Drug ineffective RISPERDAL C  
Anxiety UNSPECIFIED INGREDIENT C  
Morbid thoughts UNSPECIFIED INGREDIENT C  
Depression STOOL SOFTENER (DOCUSATE

SODIUM)
C  

UNSPECIFIED INGREDIENT C  
6284567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284567 NON-EXPEDITED N HO HQWYE376129SEP06 77 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

C  

OXYCONTIN C  
MYSOLINE (PRIMIDONE) C  
PROTONIX C  
REMERON C  
BENTYL C  
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Detailed Report
6284568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284568 NON-EXPEDITED Y HO HQWYE383117JAN06 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular extrasystoles EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Hypertension  
Loss of consciousness  
6284695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284695 NON-EXPEDITED Y LT,OT HQWYE649005OCT06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

ADDERALL S ORAL DOSE AND
FREQUENCY
UNSPECIFIED, ORAL

 

6284699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284699 NON-EXPEDITED Y HO,OT HQWYE679106APR06 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S ORAL 150 MG - FREQUENCY

UNSPECIFIED, ORAL
 

XANAX C  
ALLEGRA C  

6284704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284704 NON-EXPEDITED N OT HQWYE690418AUG06 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
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Detailed Report
6284706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284706 NON-EXPEDITED Y OT HQWYE694214SEP06 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

RISPERDAL C  
6284715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284715 NON-EXPEDITED Y OT HQWYE714202AUG06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
Psychomotor hyperactivity DIOVAN C  
Condition aggravated CLONIDINE TRANSDERMAL

SYSTEM
C  

Depression DEPAKOTE C  
Bipolar disorder  
Drug withdrawal syndrome  
Insomnia  
Nausea  
Paraesthesia  
Vomiting  
6284719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284719 NON-EXPEDITED Y HO HQWYE715002JUN06 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain EFFEXOR XR S 150 MG 1X PER 1 DAY  
Blood creatine phosphokinase increased  
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Detailed Report
6284736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284736 NON-EXPEDITED Y OT HQWYE723128NOV05 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Blood pressure decreased  
Drug withdrawal syndrome  
Hyperhidrosis  
Irritable bowel syndrome  
Nausea  
Weight increased  
6284742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284742 NON-EXPEDITED Y HO,OT HQWYE725929NOV05 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Drug interaction BLEOMYCIN S  
DACARBAZINE S  
DOXORUBICIN HYDROCHLORIDE S  
VINBLASTINE SULFATE S  
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Detailed Report
6284749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284749 NON-EXPEDITED Y OT HQWYE729429NOV05 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Thinking abnormal SYNTHROID C  
Drug withdrawal syndrome GEODON C  
Aggression  
Crying  
Diarrhoea  
Insomnia  
Mania  
Nausea  
Night sweats  
Tinnitus  
6284754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284754 NON-EXPEDITED Y DS HQWYE608216AUG06 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL "150 MG TAPERED TO

37.5 MG DAILY", ORAL
 

Dizziness  
Nausea  
Paraesthesia  
Tinnitus  
Vertigo  
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6284758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284758 NON-EXPEDITED N OT HQWYE616413SEP06 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated COZAAR C  
Heart rate increased  
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6284765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284765 NON-EXPEDITED N HO HQWYE616913SEP06 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated ZYPREXA C  
Abdominal pain  
Abnormal dreams  
Agitation  
Anxiety  
Blood cholesterol increased  
Blood pressure increased  
Blood triglycerides increased  
Diabetes mellitus  
Drug withdrawal syndrome  
Erectile dysfunction  
Fatigue  
Hyperhidrosis  
Hyperthyroidism  
Hypothyroidism  
Impulsive behaviour  
Insomnia  
Intestinal obstruction  
Restlessness  
Suicidal ideation  
Thinking abnormal  
Umbilical hernia  
Weight increased  

Page: 2,160 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6284768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284768 NON-EXPEDITED N HO HQWYE618313SEP06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal EFFEXOR XR S ORAL SEE IMAGE  
Aggression HUMALOG C  
Weight decreased BROMOCRIPTINE MESYLATE C  
Confusional state SYNTHROID C  
Hearing impaired ALBUTEROL (SALBUTAMOL) C  
Chest pain  
Dysgraphia  
Hyperhidrosis  
Hyperthyroidism  
Memory impairment  
Mental impairment  
Speech disorder  
6284770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284770 NON-EXPEDITED Y HO HQWYE624804APR06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transaminases increased EFFEXOR XR S  
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6284777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284777 NON-EXPEDITED Y HO,OT HQWYE624904APR06 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
Rash LITHIUM CARBONATE (LITHIUM

CARBONATE)
C  

Weight increased BUSPAR C  
Swelling face SYNTHROID C  
Oedema peripheral REMERON C  
Drug effect decreased  
Lymphadenopathy  
6284779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284779 NON-EXPEDITED Y HO HQWYE629602FEB06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR XR S ORAL ORAL  
Insomnia  
6284788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284788 NON-EXPEDITED N OT HQWYE634113SEP06 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Nervousness EFFEXOR S ORAL SEE IMAGE  
Anxiety  
Heart rate increased  
Panic attack  
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6284791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284791 NON-EXPEDITED N HO HQWYE642805APR06 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Completed suicide DEPAKOTE C  
ALCOHOL (ETHANOL) C  

6284821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284821 NON-EXPEDITED Y HO,LT,OT HQWYE003324FEB06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  
6284849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284849 NON-EXPEDITED Y OT HQWYE014328AUG06 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S SEE IMAGE  
Drug ineffective XANAX C  
Anxiety  
Insomnia  
Mood swings  
Panic attack  
Product quality issue  
6284862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284862 NON-EXPEDITED Y HO,LT,OT HQWYE017527FEB06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNSPECIFIED, ORAL
 

Abortion spontaneous  
Convulsion  
Maternal exposure during pregnancy  
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6284873FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284873 NON-EXPEDITED N HO,OT HQWYE026008JUN06 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Muscle twitching PREMARIN (CONJUGATED
ESTORGENS)

C  

Convulsion CLARINEX C  
6284941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284941 NON-EXPEDITED Y OT HQWYE230725OCT05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 225 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy  
6284946FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284946 NON-EXPEDITED Y OT HQWYE228609MAR06 71 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Jaundice EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

6284954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284954 NON-EXPEDITED Y OT HQWYE232409MAR06 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 150MG IN AM AND

37.5MG IN PM, ORAL
 

Maternal exposure during pregnancy ATIVAN C  
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6284960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284960 NON-EXPEDITED Y OT HQWYE232615JUN06 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S SEE IMAGE  
Migraine LAMICTAL S 25 MG 1X PER 1 DAY  
Diarrhoea IBUPROFEN (IBUPROFEN) C  
Amnesia  
Drug withdrawal syndrome  
Feeling abnormal  
Haematemesis  
Nausea  
6284966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284966 NON-EXPEDITED N HO HQWYE233315JUN06 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

ARICEPT C  
NAMENDA C  
FOLIC AICD (FOLIC ACID) C  
ACTONEL C  
LIPITOR C  
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6284973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284973 NON-EXPEDITED Y HO,OT HQWYE233715JUN06 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY,

ORAL
 

STRATTERA C  
TRAZODONE HYDROCHLORIDE C  
FOCALIN XR
(DEXMETHYLPHENIDATE
HYDROCHLORIDE)

C  

MORPHINE SULFATE C  
UNSPECIFIED INGREDIENT C  

6284982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284982 NON-EXPEDITED Y HO,OT HQWYE251216JUN06 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S SEE IMAGE  
Mania ANDROGEL C  
Agitated depression AMITRIPTYLINE

HYDROCHLORIDE
C  

6284988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284988 NON-EXPEDITED N OT HQWYE261326OCT05 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

AMBIEN C  
6284992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284992 NON-EXPEDITED Y OT HQWYE262026OCT05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S  
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6284999FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6284999 NON-EXPEDITED Y LT,OT HQWYE274027OCT05 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular tachycardia EFFEXOR XR S 75 MG 1X PER 1 DAY  

ZYRTEC C  
TAPAZOLE C  
BISOPROLOL FUMARATE C  

6285015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285015 NON-EXPEDITED Y OT HQWYE814222AUG06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
White blood cell count decreased EFFEXOR XR S ORAL ORAL  

LAMICTAL S  
XANAX C  

6285019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285019 NON-EXPEDITED N OT HQWYE816702DEC05 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Sleep disorder PAXIL C  
Crying  
Drug ineffective  
Malaise  
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6285026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285026 NON-EXPEDITED N OT HQWYE817402DEC05 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Feeling abnormal CANNABIS SATIVA SUBSP.

SATIVA FLOWERING TOP
S INHALATION INHALATION  

Night sweats UNSPECIFIED INGREDIENT C  
Aggression  
Crying  
Mood swings  
6285036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285036 NON-EXPEDITED Y HO,OT HQWYE886520APR06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL 37.5 MG (FREQUENCY

UNKNOWN), ORAL
 

LYRICA C  
6285038FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285038 NON-EXPEDITED Y OT HQWYE916124AUG06 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Headache  
Medication residue present  
Wrong technique in drug usage process  
6285039FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285039 NON-EXPEDITED N DE HQWYE918724AUG06 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL ORAL  
Completed suicide  
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6285048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285048 NON-EXPEDITED Y OT HQWYE519124MAR06 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

6285079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285079 NON-EXPEDITED N OT HQWYE528131JUL06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Renal function test abnormal  
6285115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285115 NON-EXPEDITED Y HO,OT HQWYE721028NOV05 81 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY,

ORAL
 

Anxiety EFFEXOR S ORAL SEE IMAGE  
Inappropriate antidiuretic hormone secretion OMEPRAZOLE C  
Depression METOCLOPRAMIDE C  
Orthostatic hypotension FLOMAX (TAMSULOSIN

HYDROCHLORIDE)
C  

Nausea ZETIA (EZETIMIBE) C  
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6285163FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285163 NON-EXPEDITED Y OT HQWYE539327JAN06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL SEE IMAGE  
Dyspnoea NORTRIPTYLINE

HYDROCHLORIDE
S 75 MG 1X PER 1 DAY  

Paraesthesia CLONOPIN C  
Bradycardia  
Dizziness  
Drug withdrawal syndrome  
Insomnia  
Irritability  
6285164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285164 NON-EXPEDITED N OT HQWYE548814NOV05 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular tachycardia EFFEXOR XR S SEE IMAGE  

TOPAMAX S 200 MG 1X PER 1 DAY  
CLONAZEPAM C  
LUNESTA C  

6285167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285167 NON-EXPEDITED Y HO HQWYE549107APR03 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL ORAL  
Suicidal ideation  
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6285171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285171 NON-EXPEDITED N DE HQWYE554428MAR06 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Agitation DILANTIN C  
Completed suicide TRAZODONE HYDROCHLORIDE C  
6285178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285178 NON-EXPEDITED Y OT HQWYE575804OCT06 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Condition aggravated XANAX C  
Anxiety  
Drug ineffective  
6285181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285181 NON-EXPEDITED Y HO,OT HQWYE592216AUG06 64 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR XR S 75 MG  

XANAX S  
6285196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285196 NON-EXPEDITED Y DE HQWYE388003NOV05 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG, ORAL  
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6285198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285198 NON-EXPEDITED Y DE HQWYE388217JAN06 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S  
Completed suicide CLIMARA C  

MIRALAX C  
6285201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285201 NON-EXPEDITED Y HO,LT,OT HQWYE390107SEP06 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S ORAL SEE IMAGE  

LOTREL C  
6285202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285202 NON-EXPEDITED Y OT HQWYE392718JAN06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swollen tongue EFFEXOR XR S ORAL ORAL  

BACTRIM DS S ORAL UNKNOWN DOSE
TWICE DAILY, ORAL

 

6285211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285211 NON-EXPEDITED N HO HQWYE396018MAY06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL SEE IMAGE  
Anxiety  
Insomnia  
Tremor  
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6285213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285213 NON-EXPEDITED N OT HQWYE408627JUN06 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy  
6285215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285215 NON-EXPEDITED N OT HQWYE412727JUN06 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy  
6285217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285217 NON-EXPEDITED N OT HQWYE422727JUL06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR XR S ORAL 1 CAPSULE 1X PER 1

DAY, ORAL; " ONCE "
ABOUT 3-4 YEARS
AGO

 

6285233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285233 NON-EXPEDITED N OT HQWYE180107MAR06 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
White blood cell count decreased EFFEXOR XR S ORAL 112 MG, ORAL  

PRILOSEC C  
UNSPECIFIED INGREDIENT C  
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6285236FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285236 NON-EXPEDITED Y DE HQWYE424527JUN06 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Completed suicide AMBIEN C  
6285283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285283 NON-EXPEDITED Y HO HQWYE424704NOV05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 300 MG 1X PER 1 DAY  
Overdose  
6285485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285485 NON-EXPEDITED N OT HQWYE188204JAN06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG 1 X PER 1

DAY, ORAL
 

Panic attack AMBIEN C  
Diarrhoea KLONOPIN C  
Vomiting CRESTOR C  
Drug withdrawal syndrome DOXYCYCLINE C  
Migraine AMOXICILLIN C  
6285521FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285521 NON-EXPEDITED Y OT HQWYE192120JUL06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 225 MG  
Depression  
Feeling abnormal  
Muscle spasms  
Myoclonus  
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6285526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285526 NON-EXPEDITED Y HO HQWYE193805JAN06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL "TRYING TO TAPER

OFF" ORAL
 

6285538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285538 NON-EXPEDITED Y HO,LT,OT HQWYE195405MAY06 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR XR S ORAL 150 MG 1 X PER 1

DAY, ORAL
 

TOPROL XL C  
DIOVAN C  
NITROL C  
AVANDAMET C  
PRANDIN C  
LASIX C  
PRILOSEC C  
FERROUS SULFATE C  
CITRACAL (CALCIUM CITRATE) C  
VITAMIN D (ERGOCALCIFEROL) C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

TAMOXIFEN C  
VYTORIN C  
AMBIEN C  
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6285540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285540 NON-EXPEDITED Y OT HQWYE201905MAY06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 112.5 MG 1 X PER 1

DAY
 

Feeling abnormal ACETAMINOPHEN
\DIPHENHYDRAMINE

C  

Abnormal behaviour  
Convulsion  
6285601FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285601 NON-EXPEDITED Y HO,LT,OT HQWYE216327SEP06 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Suicidal ideation SEROQUEL C  
AMBIEN C  
KLONOPIN C  

Page: 2,176 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6285631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285631 NON-EXPEDITED N OT HQWYE218609AUG06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
 

Condition aggravated  
Disorientation  
Hyperhidrosis  
Impaired work ability  
Morbid thoughts  
Nausea  
Tinnitus  
Tremor  
Unevaluable event  
Vision blurred  
6285634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6285634 NON-EXPEDITED Y OT HQWYE224309AUG06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG  
Anxiety  
Tremor  
6286292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286292 NON-EXPEDITED Y DE HQWYE035727FEB06 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Completed suicide METHADONE HYDROCHLORIDE S ORAL ORAL  

VALIUM C  
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6286295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286295 NON-EXPEDITED Y HO HQWYE039828APR06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Hypokalaemia HALCION C  
6286301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286301 NON-EXPEDITED Y OT HQWYE044128FEB06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
6286305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286305 NON-EXPEDITED N OT HQWYE047209JUN06 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Condition aggravated LORAZEPAM C  
Depression LISINOPRIL (LISINOPRIL) C  

ALCOHOL (ETHANOL) C  
6286306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286306 NON-EXPEDITED Y DE,OT HQWYE048028FEB06 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
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6286322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286322 NON-EXPEDITED N OT HQWYE090325SEP06 73 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Headache PLAVIX C  
Orthostatic hypotension ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
C  

Condition aggravated LOTENSIN C  
Nausea NORVASC C  
Loss of consciousness PREDNISONE C  

PROGRAF C  
CELLCEPT C  
COZAAR C  
COREG C  
IMDUR C  

6286330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286330 NON-EXPEDITED Y OT HQWYE100318JUL06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150MG  
6286343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286343 NON-EXPEDITED Y OT HQWYE107302MAR06 79 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR XR S ORAL SEE IMAGE  
Somnolence COUMADIN C  
Abnormal behaviour LIPITOR C  
Disorientation COREG C  
Dizziness BENAZEPRIL (BENAZEPRIL) C  
Dysarthria LANOXIN C  
Arrhythmia  
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6286350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286350 NON-EXPEDITED Y OT HQWYE732109FEB06 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperthyroidism EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

ACTIVELLA C  
XANAX C  
RESTORIL C  
SYNTHROID C  

6286355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286355 NON-EXPEDITED Y HO HQWYE760309OCT06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic function abnormal EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL
 

Page: 2,180 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6286362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286362 NON-EXPEDITED Y HO,OT HQWYE764711JUL06 66 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Gastrointestinal ulcer haemorrhage PROMETHAZINE C  
Diarrhoea MECLIZINE C  

CRESTOR C  
TRICOR C  
ALLEGRA C  
PLAVIX C  
REQUIP C  
SEROQUEL C  
LISINOPRIL (LISINOPRIL) C  
ATIVAN C  
AMIDRINE
(DICHLORALPHENAZONE/
ISOMETHEPTENE MUCATE/
PARACETAMOL)

C  

PERCOCET C  
FIORICET C  
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6286370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286370 NON-EXPEDITED Y DE HQWYE788801DEC05 81 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL SEE IMAGE  

RISPERDAL C  
SYNTHROID C  
COREG C  
DYNACIRC C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

CENTRUM SILVER
(MULTIVITAMIN/MULTIMINERAL)

C  

BUSPAR C  
AMBIEN C  
VYTORIN C  

6286375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286375 NON-EXPEDITED Y OT HQWYE793912APR06 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gamma-glutamyltransferase increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Aspartate aminotransferase increased  
6286379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6286379 NON-EXPEDITED N OT HQWYE798214FEB06 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR XR S 150 MG 1X PER 1 DAY  
Insomnia LOPRESSOR C  
Depression PROTONIX C  
Sluggishness VYTORIN C  
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6287259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287259 NON-EXPEDITED Y DE HQWYE050901MAY06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Completed suicide  
6287362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287362 NON-EXPEDITED N HO HQWYE919421APR06 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  
Headache SYNTHROID C  
Hyperhidrosis ALPRAZOLAM (ALPRAZOLAM) C  
Anxiety  
Dizziness  
Drug withdrawal syndrome  
Nightmare  
Palpitations  
6287364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287364 NON-EXPEDITED Y HO,LT,OT HQWYE922821APR06 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Paranoia ATIVAN C  
ZOLPIDEM TARTRATE C  
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6287365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287365 NON-EXPEDITED Y HO,OT HQWYE931109DEC05 79 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL 37.5 MG 2X PER 1

DAY, ORAL
 

Bradycardia REMERON C  
PROZAC C  
ATENOLOL (ATENOLOL) C  
TRICOR C  

6287366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287366 NON-EXPEDITED Y DE HQWYE934309DEC05 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

6287367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287367 NON-EXPEDITED Y HO HQWYE936324APR06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy EFFEXOR XR S ORAL 150 MG ORAL  

SEROQUEL C  
6287372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287372 NON-EXPEDITED N OT HQWYE949105JUN06 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL "262.5

MG" (OVERDOSE
AMOUNT), ORAL

 

Suicide attempt SEROQUEL S "4X THE PRESCRIBED
DOSE" (OVERDOSE
AMOUNT)
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6287375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287375 NON-EXPEDITED Y HO HQWYE965006JUN06 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL SEE IMAGE  
6287376FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287376 NON-EXPEDITED Y OT HQWYE972121SEP06 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Loss of consciousness XANAX S  
Generalised tonic-clonic seizure REMERON C  
6287377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287377 NON-EXPEDITED N HO HQWYE994924FEB06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug screen positive  
6287417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287417 NON-EXPEDITED N HO,OT HQWYE280420JUN06 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

UNSPECIFIED INGREDIENT C  
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6287426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287426 NON-EXPEDITED Y OT HQWYE303213MAR06 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE  

LOPRESSOR C  
XANAX C  
PLAVIX C  
LEXAPRO C  
ZYPREXA C  
IMITREX C  

6287433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287433 NON-EXPEDITED Y OT HQWYE309212MAY06 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY,

ORAL
 

PRILOSEC C  
VASOTEC C  
GABAPENTIN (GABAPENTIN) C  
KLONOPIN C  
MULTIVITAMINS (ASCORBIC
ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/RETINOL/
RIBOFLAVIN/THI

C  

HYTRIN C  
6287435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287435 NON-EXPEDITED Y OT HQWYE320314MAR06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR XR S ORAL ORAL  
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6287441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287441 NON-EXPEDITED N OT HQWYE322713JAN06 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Eructation HYDROCHLOROTHIAZIDE C  
Nausea POTASSIUM (POTASSIUM) C  
Abdominal pain upper RANITIDINE C  
Pain FOLIC ACID C  
Vomiting METOCLOPRAMIDE C  
Palpitations UNSPECIFIED INGREDIENT C  
Diarrhoea  
Headache  
Hyperhidrosis  
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6287444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287444 NON-EXPEDITED N OT HQWYE325610AUG06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Abnormal dreams  
Abnormal sensation in eye  
Blood cholesterol increased  
Constipation  
Discomfort  
Drug withdrawal syndrome  
Extrasystoles  
Face oedema  
Impaired driving ability  
Influenza like illness  
Localised oedema  
Nausea  
Nightmare  
Pain  
Palpitations  
Social phobia  
Vomiting  
Weight increased  
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6287447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287447 NON-EXPEDITED Y HO HQWYE326813JAN06 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 5625 MG OVERDOSE

AMOUNT, ORAL
 

Blood pressure increased KLONOPIN C  
Intentional self-injury LEXAPRO C  
Drug ineffective  
Heart rate increased  
Suicide attempt  
6287451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6287451 NON-EXPEDITED Y DS HQWYE328310AUG06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Dizziness PREMARIN C  
Vertigo  
6301786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6301786 NON-EXPEDITED Y OT HQWYE334210AUG06 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemoglobin decreased EFFEXOR XR S ORAL 225 MG 2X PER 1 DAY,

ORAL
 

KLONOPIN C  
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6301794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6301794 NON-EXPEDITED N OT HQWYE367816JAN06 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cataract EFFEXOR XR S ORAL SEE IMAGE  
Insomnia DEXEDRINE C  
Bronchitis ADDERALL (AMFETAMIE

ASPARTATE/AMFETAMINE
SULFATE/DEXAMFETAMINE
SACCHARATE/DEXAMFETAMINE
SULFATE)

C  

Hypomania RITALIN C  
Drug effect decreased WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

KLONOPIN C  
6301805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6301805 NON-EXPEDITED Y OT HQWYE383403NOV05 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Somnolence AVANDIA C  
Dizziness GLUCOTROL C  
Constipation DIOVAN C  

FLOMAX (TAMSULOSIN
HYDROCHLORIDE)

C  

DIOVAN HCT C  
6301821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6301821 NON-EXPEDITED Y HO,OT HQWYE538627JAN06 14 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 2250 MG (OVERDOSE

AMOUNT), ORAL
 

Suicide attempt  
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6301828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6301828 NON-EXPEDITED N OT HQWYE560216AUG06 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL ORAL  
Affect lability  
Crying  
Drug withdrawal syndrome  
6303634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6303634 NON-EXPEDITED Y HO HQWYE922611OCT06 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Drug effect decreased XANAX C  
Anxiety  
6304654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6304654 NON-EXPEDITED N HO,LT,OT HQWYE806122AUG06 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypokalaemia EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

LEVOTHYROXINE SODIUM C  
LIPITOR C  
CALCIUM (CALCIUM) C  
NEXIUM (ESOMEPRAZOLE) C  

6304699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6304699 NON-EXPEDITED Y OT HQWYE829506DEC05 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL SEE IMAGE  
Sinusitis XANAX C  
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6304701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6304701 NON-EXPEDITED N OT HQWYE852918APR06 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Libido decreased XANAX C  
Feeling abnormal  
Vision blurred  
6304705FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6304705 NON-EXPEDITED Y OT HQWYE868219SEP06 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome RESTORIL C  
Condition aggravated LITHIUM (LITHIUM) C  

UNSPECIFIED INGREDIENT C  
6306711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6306711 NON-EXPEDITED Y OT HQWYE032027FEB06 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Muscle twitching NEXIUM (ESOMEPRAZOLE) C  
Paraesthesia LEVOTHYROXINE SODIUM C  

ZOCOR C  
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6306724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6306724 NON-EXPEDITED N OT HQWYE736115SEP06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL "TOOK ALMOST A

WHOLE BOTTLE OF
EFFEXOR XR 75MG"
OVERDOSE AMOUNT,
ORAL

 

6306729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Dec-2006 6306729 NON-EXPEDITED Y HO,OT HQWYE795814FEB06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL ORAL  
Convulsion  
Rhabdomyolysis  
Suicide attempt  

6141004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2006 6141004 EXPEDITED (15-DAY) Y HO HQWYE420207SEP06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL SEE IMAGE  
Premature baby UNSPECIFIED INGREDIENT C  
Infantile asthma  
Neonatal disorder  
Neonatal respiratory failure  
Pneumothorax  
Respiratory disorder neonatal  
Respiratory syncytial virus infection  
Umbilical cord around neck  
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6142477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2006 6142477 EXPEDITED (15-DAY) Y HO,DS FRWYE859505SEP06 34 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic neuritis EFFEXOR S ORAL 25 TO 50 MG TOTAL

DAILY ORAL
22 DAY

Holmes-Adie pupil POLARAMINE S ORAL 6 MG ORAL 5 YR
Migraine LORAZEPAM C  
Headache  
Hereditary optic atrophy  
Incorrect dose administered  
Temporal arteritis  
Vitamin B complex deficiency  
6209723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2006 6209723 EXPEDITED (15-DAY) N HO HQWYE564607DEC06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL 300 MG 1X PER 1 DAY,

ORAL
 

Caesarean section  
Gestational hypertension  
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6209795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2006 6209795 EXPEDITED (15-DAY) N HO,OT HQWYE484106DEC06 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Mental disorder STRATTERA C  
Abnormal behaviour  
Aggression  
Anger  
Cough  
Drug dependence  
Feeling abnormal  
Feeling of body temperature change  
Hunger  
Hypophagia  
Influenza like illness  
Mania  
Motion sickness  
Nausea  
Paraesthesia  
Pruritus  
Rhinorrhoea  
Sneezing  
Tooth disorder  
Vomiting  
Weight decreased  
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6210085FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2006 6210085 EXPEDITED (15-DAY) Y OT NLWYE640724NOV06 40 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia EFFEXOR S ORAL SEE IMAGE 7 DAY
Diabetes mellitus inadequate control TRINOVUM (ETHINYLESTRADIOL/

NORETHISTERONE)
C  

NOVORAPID (INSULIN ASPART) C  
INSULIN DETEMIR (INSULIN
DETEMIR)

C  

6211140FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2006 6211140 EXPEDITED (15-DAY) Y HO,OT GBWYE771407DEC06 < 1 DAY Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR S TRANSPLACENTAL 375 MG

TRANSPLACENTAL
 

Drug withdrawal syndrome neonatal  
Maternal exposure during pregnancy  
6211148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2006 6211148 EXPEDITED (15-DAY) Y OT CAWYE829413DEC06 40 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retinal detachment EFFEXOR XR S ORAL 225 MG OD ORAL  
Visual acuity reduced  
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7607463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2006 7607463 EXPEDITED (15-DAY) Y HO,OT CHWYE802911DEC06 67 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 MG 2X PER 1 DAY

ORAL
 

Serotonin syndrome TRAMADOL HYDROCHLORIDE S ORAL 50MG 4X PER 1 DAY
ORAL

 

ACETAMINOPHEN AND CODEINE
PHOSPHATE

S  

ANTRA C  
HALDOL C  

6205876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2006 6205876 EXPEDITED (15-DAY) HO HQWYE938130NOV06 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL SEE IMAGE  
Muscle tightness FLUPENTIXOL S ORAL 4 MG  
Anxiety NADOLOL C  
Agitation  
Alopecia  
Antidepressant drug level increased  
Condition aggravated  
Depression  
Madarosis  
Tremor  
Weight increased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6210057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2006 6210057 EXPEDITED (15-DAY) Y OT DEWYE784108DEC06 58 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic cirrhosis VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Hepatic steatosis  
6210058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2006 6210058 EXPEDITED (15-DAY) Y OT FRWYE774707DEC06 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S ORAL ORAL  
Maternal exposure during pregnancy  
Pregnancy  
6210062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2006 6210062 EXPEDITED (15-DAY) Y OT NLWYE424406NOV06 38 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S 75 MG 1X PER 1 DAY  
Feeling abnormal BUSPIRONE HYDROCHLORIDE S ORAL 5 MG 2X PER 1 DAY

ORAL
6 DAY

Disturbance in attention CLONAZEPAM S 2 MG 2X PER 1 DAY  
Gait disturbance  
Tinnitus  
Tremor  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6208534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2006 6208534 DIRECT N HO,LT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnambulism EFFEXOR S ORAL I PILL 2X DAILY PO  
Abnormal behaviour  
Amnesia  
Fall  
Head injury  
Impaired work ability  
Incorrect dose administered  
Indifference  
Laceration  
Obsessive thoughts  
Personality disorder  
Suicidal ideation  
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Freedom of Information Act (FOIA) 

Detailed Report
6209814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2006 6209814 EXPEDITED (15-DAY) Y HO,OT HQWYE576107DEC06 76 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia CORDARONE S ORAL 200 MG 1X PER 1 DAY;

ORAL
 

Renal failure DIACEREIN S ORAL 50 MG 1X PER 1 DAY;
ORAL

 

Hepatitis EFFEXOR S 75 MG 1X PER 1 DAY;
ORAL

 

Decreased appetite ASPIRIN LYSINE S ORAL 75 MG 1X PER 1 DAY;
ORAL

 

Weight decreased TENORMIN S ORAL 150 MG, 1X PER 1
DAY; ORAL

 

Dyspnoea ZOCOR S ORAL 40 MG 1X PER 1 DAY;
ORAL

 

METFORMIN HYDROCHLORIDE C  
ACETAMINOPHEN C  
REQUIP C  
SINEMET C  
MYSOLINE (PRIMIDONE) C  
ISOSORBIDE DINITRATE C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6210537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2006 6210537 EXPEDITED (15-DAY) N DS HQWYE956113DEC06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual impairment EFFEXOR XR S 37.5 & 75 & 150 MG

(FREQUENCY
UNSPECIFIED) - SEE
IMAGE

1 WEEK

Affect lability  
Chills  
Communication disorder  
Condition aggravated  
Depression  
Drug withdrawal syndrome  
Eye movement disorder  
Hyperhidrosis  
Nausea  
Paraesthesia  
6213131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2006 6213131 EXPEDITED (15-DAY) N DE HQWYE942113DEC06 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL 450 MG 1X PER 1 DAY,

ORAL
 

VALIUM C  
6213216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2006 6213216 EXPEDITED (15-DAY) Y OT HQWYE868212DEC06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriospasm coronary EFFEXOR XR S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6213665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2006 6213665 EXPEDITED (15-DAY) Y OT HQWYE212115DEC06 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Blood glucose increased  
Carbon dioxide increased  
Dizziness  
Drug dose omission  
Drug withdrawal syndrome  
Headache  
Hyperhidrosis  
Hypertension  
Nausea  
Refusal of treatment by patient  
Tremor  

6189466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2006 6189466 EXPEDITED (15-DAY) Y HO,LT,OT HQWYE232121NOV06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  
Drug withdrawal syndrome  
Inappropriate schedule of drug administration  
Intentional self-injury  
Laceration  
6199591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2006 6199591 EXPEDITED (15-DAY) Y LT NL-
JNJFOC-20061204642

32 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation HALDOL S UNKNOWN  
Drug interaction EFFEXOR XR S UNKNOWN  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6199936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2006 6199936 EXPEDITED (15-DAY) N DE,HO US-
ABBOTT-06P-163-03532
45-00

17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute psychosis VICODIN S  
Schizophrenia DEPAKOTE S  
Cardiac disorder CLONAZEPAM S  
Completed suicide ROFECOXIB S  
Activities of daily living impaired ROFECOXIB S  
Drug dependence SERTRALINE HYDROCHLORIDE S  
Pain PAROXETINE HYDROCHLORIDE S  
Somnolence VENLAFAXINE HYDROCHLORIDE S  
Fatigue OLANZAPINE S  
Psychotic disorder PROPACET S  
Anxiety QUETIAPINE S  
Restlessness LAMOTRIGINE S  
Crying AMOXICILLIN TRIHYDRATE S  
Mania UNSPECIFIED INGREDIENT S  
Adverse drug reaction UNSPECIFIED INGREDIENT S  
Aggression UNSPECIFIED INGREDIENT S  
Treatment noncompliance UNSPECIFIED INGREDIENT S  
Mental disorder BUCINDOLOL HYDROCHLORIDE C  
Personality disorder BUCINDOLOL HYDROCHLORIDE C  
Bipolar disorder EPHEDRA S  
Hypersensitivity  
Toxicity to various agents  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6210555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2006 6210555 DIRECT N DE 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Treatment noncompliance EFFEXOR S  
Abnormal behaviour  
Asphyxia  
Completed suicide  
Mental disorder  
6211495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2006 6211495 EXPEDITED (15-DAY) Y HO DEWYE808612DEC06 31 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL OVERDOSE  ORAL 1 DAY
Bradycardia FLUOXETINE S ORAL OVERDOSE  ORAL 1 DAY
Sopor FLUPIRTINE MALEATE S ORAL OVERDOSE   ORAL 1 DAY
Pharyngeal oedema AMITRIPTYLINE

HYDROCHLORIDE
S ORAL OVERDOSE   ORAL 1 DAY

Incorrect route of drug administration TILIDINE HYDROCHLORIDE S ORAL OVERDOSE   ORAL 1 DAY
Intentional product misuse  
6213673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2006 6213673 EXPEDITED (15-DAY) N OT HQWYE964213DEC06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  
Nonspecific reaction  
Suicidal ideation  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6215184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2006 6215184 EXPEDITED (15-DAY) DE,LT 2006-151957-NL 73 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting MIRTAZAPINE S ORAL 15 MG TID  

CYAMEMAZINE S ORAL 25 MG QD  
LITHIUM CARBONATE S ORAL 2.5 DF  
VENLAFAXINE HYDROCHLORIDE S ORAL 100 MG  
TRIMEBUTINE MALEATE S  

6135033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6135033 EXPEDITED (15-DAY) Y HO CAWYE826231AUG06 26 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 150 MG OD ORAL 5 YR
Infertility MULTAMIN (VITAMINS NOS) C  
Maternal exposure during pregnancy CLOMID C  
6201203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6201203 EXPEDITED (15-DAY) Y HO US-
JNJFOC-20061203671

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose RISPERIDONE S ORAL  
Neuroleptic malignant syndrome TOPIRAMATE S ORAL  

VENLAFAXINE HYDROCHLORIDE S  
DIVALPROEX SODIUM S  
CARBAMAZEPINE S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6211668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6211668 DIRECT N RI 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S ORAL 1 PILL  EVERYDAY  PO  WYETH
Aggression  
Amnesia  
Anger  
Blood pressure abnormal  
Confusional state  
Depression  
Drug dependence  
Drug withdrawal syndrome  
Dry mouth  
Fear  
Hallucination, auditory  
Hunger  
Hypothyroidism  
Ill-defined disorder  
Malaise  
Menopause  
Mental disorder  
Nervous system disorder  
Pain  
Paraesthesia oral  
Personality change  
Suicidal ideation  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6212846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6212846 EXPEDITED (15-DAY) Y DE,LT FRWYE904220DEC06 73 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR S ORAL 100 MG 3X PER 1 DAY

ORAL
 

Mental disorder TRIMEBUTINE MALEATE S ORAL 3 DOSE 1X PER 1 DAY
ORAL

4 DAY

Nervous system disorder MIRTAZAPINE S ORAL 45 MG TOTAL DAILY
ORAL

 

Cardiac disorder LITHIUM CARBONATE S ORAL 1000 MG TOTAL DAILY
ORAL

 

Gastrointestinal disorder TERCIAN (CYCAMEMAZINE, ,0) S ORAL 25 MG 1X PER 1 DAY
ORAL

 

6212871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6212871 EXPEDITED (15-DAY) Y HO,OT HQ4741022OCT2002 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL 225-300 & 375 MG PER

DAYORAL - SEE
IMAGE

 

Agitation EFFEXOR S 225 & 75 & 150 MG 1X
PER 1 DAY ORAL

7 DAY

Madarosis FLUPENTIXOL
DIHYDROCHLORIDE

S 4 MG 1X PER 1 DAY 27 DAY

Depression CORGARD C  
Condition aggravated FERRUM (FERROUS FUMARATE) C  
Weight increased FRAZINE (PROMAZINE

HYDROCHLORIDE)
C  

Alopecia  
Anxiety  
Drug level above therapeutic  
Muscle tightness  
Tremor  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6212880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6212880 EXPEDITED (15-DAY) Y HO FRWYE914321DEC06 97 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S ORAL 50 MG TOTAL DAILY

ORAL
 

Fall ACETAMINOPHEN C  
Bladder dilatation EUROBIOL (PANCREATIN) C  
Psychomotor retardation TRANXENE T-TAB C  
Creatinine renal clearance decreased CALCIFEROL CO (CALCIUM

PHOSPHATE/ERGOCALCIFEROL0
C  

Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood glucose increased  
Cataract  
Coma scale abnormal  
Gamma-glutamyltransferase increased  
Hallucination, visual  
Hypertension  
Protein total increased  
Visual acuity reduced  
6212892FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6212892 EXPEDITED (15-DAY) Y HO CHWYE620722NOV06 53 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction EFFEXOR S ORAL 75 & 300 & 150 MG 1X

PER 1 DAY ORAL
 

Antidepressant drug level below therapeutic FLURAZEPAM C  
CLORAZEPATE DIPOTASSIUM C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6213172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6213172 EXPEDITED (15-DAY) N HO,OT HWYE566119DEC06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL SEE IMAGE  
Caesarean section  
Foetal growth restriction  
Placental insufficiency  
Pregnancy  
Premature baby  
6213359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6213359 EXPEDITED (15-DAY) Y DE HQWYE944113DEC06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal behaviour EFFEXOR XR S SEE IMAGE  
Completed suicide  
Drug withdrawal syndrome  
Treatment noncompliance  
6213698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6213698 EXPEDITED (15-DAY) Y OT HQWYE286215DEC06 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperthyroidism EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY;

ORAL
 

Thyrotoxic crisis XANAX C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6214938FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2006 6214938 EXPEDITED (15-DAY) HO,OT HQWYE240115DEC06 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR S TRANSPLACENTAL 150 MG 1X PER 1 DAY 2 YR
Bradycardia neonatal  
Hypertension neonatal  
Maternal exposure during pregnancy  
Neonatal respiratory depression  

6202217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6202217 EXPEDITED (15-DAY) Y HO,OT DEWYE680829NOV06 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 40 CAPSULES

(OVERDOSE AMOUNT
3000 MG), ORAL

1 DAY

Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood creatine phosphokinase increased  
Fatigue  
Gastrointestinal sounds abnormal  
Suicide attempt  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6202385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6202385 EXPEDITED (15-DAY) Y HO PHBS2006US19590 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome OXCARBAZEPINE S ORAL 300 mg, TID  NOVARTIS
Muscle rigidity VENLAFAXINE HYDROCHLORIDE S ORAL 112.5 mg/day  
Dystonia QUETIAPINE S ORAL 100 mg, TID  
Blood pressure increased CLONAZEPAM S ORAL 1 mg, TID  
Heart rate increased DIPHENHYDRAMINE S ORAL 25 mg, QD  
Respiratory rate increased IBUPROFEN C ORAL 800 mg, TID  
Body temperature increased ACETAMINOPHEN C ORAL 650 mg, Q6H  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood creatine phosphokinase increased  
Blood creatine phosphokinase MB increased  
Depressed level of consciousness  
Drug withdrawal syndrome  
Hyperhidrosis  
White blood cell count increased  
6213297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6213297 EXPEDITED (15-DAY) N HO,OT HQWYE732129NOV06 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL 450 MG 1X PER 1 DAY,

ORAL
 

Heart rate irregular SEROQUEL S ORAL ORAL  
Disorientation AMBIEN C  
Drug interaction DYAZIDE C  

NEURONTIN C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6213672FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6213672 EXPEDITED (15-DAY) Y OT HQWYE966113DEC06 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Abnormal behaviour ALCOHOL (ETHANOL) S AMOUNT AND
FREQUENCY
UNSPECIFIED

 

Amnesia LEXAPRO C  
Alcohol interaction  
Blood alcohol increased  
Road traffic accident  
6214169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6214169 EXPEDITED (15-DAY) DE,HO HQWYE992113DEC06 26 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL 112 TABLETS, 150 MG

EACH (OVERDOSE
AMOUNT) ORAL

 

Sinus tachycardia ALCOHOL S "4 CANS OF BEER"  
Acute respiratory distress syndrome  
Agitation  
Blood creatine phosphokinase increased  
Blood glucose decreased  
Blood sodium increased  
Cardiac arrest  
Coagulopathy  
Completed suicide  
Disseminated intravascular coagulation  
Electrocardiogram QRS complex prolonged  
Epistaxis  
Eye haemorrhage  
Generalised tonic-clonic seizure  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6214169
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemoglobin decreased  
Hepatic failure  
Hyperhidrosis  
Hypertension  
Hypotension  
Hypoxia  
Metabolic acidosis  
Mouth haemorrhage  
Multi-organ failure  
Oliguria  
Pyrexia  
Renal impairment  
Rhabdomyolysis  
Tachycardia  
Thrombocytopenia  
Toxicity to various agents  
Tremor  
6214172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6214172 EXPEDITED (15-DAY) Y HO,OT DEWYE270318OCT06 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  
Fatigue  
Haematoma  
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Detailed Report
6214175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6214175 EXPEDITED (15-DAY) Y OT GBWYE860715DEC06 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cleft palate EFFEXOR S TRANSPLACENTAL 75 MG

TRANSPLACENTAL
455 DAY

Premature baby FLUOXETINE S TRANSPLACENTAL 20MG
TRANSPLACENTAL

 

Maternal exposure during pregnancy FOLIC ACID S TRANSPLACENTAL TRANSPLACENTAL  
Congenital anomaly IRON S TRANSPLACENTAL TRANSPLACENTAL  
6214223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6214223 DIRECT N 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1 X DAY PO 9 YR WYETH
Nervousness EFFEXOR XR S ORAL 75 MG 1 X DAY PO  WYETH
Affective disorder  
Anger  
Anxiety  
Depression  
Dizziness  
Feeling abnormal  
Feeling cold  
Headache  
Insomnia  
Malaise  
Myalgia  
Nausea  
Nightmare  
Rash  
Tremor  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6214276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6214276 EXPEDITED (15-DAY) Y HO,DS,LT DEWYE890119DEC06 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1X PER 1 DAY

ORAL
 

Pseudocyst  
6214314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6214314 EXPEDITED (15-DAY) LT NLWYE808312DEC06 32 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S 37.5 MG 14 DAY
Suicidal ideation HALDOL S 2 MG 2X PER 1 DAY 184 DAY
6214320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6214320 EXPEDITED (15-DAY) Y OT NLWYE808912DEC06 35 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S 75 MG 2X PER 1 DAY

FOR YEARS
 

Maternal exposure during pregnancy ETHINYL ESTRADIOL
\LEVONORGESTREL

S  

6216585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2006 6216585 EXPEDITED (15-DAY) Y OT DEWYE922121DEC06 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S  
Cerebrovascular accident DOXEPIN HYDROCHLORIDE C  

NEUROCIL (LEVOMEPROMAZINE
MALEATE)

C  
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Detailed Report
6202982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2006 6202982 EXPEDITED (15-DAY) N HO E2020-00745-SPO-US 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Failure to thrive ARICEPT S ORAL SEE IMAGE, ORAL  
Decreased appetite NAMENDA S ORAL 10 MG, ORAL  
Agitation RISPERDAL S  
Aggression EFFEXOR S ORAL ORAL  
Disease progression REMERON S  
6203611FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2006 6203611 EXPEDITED (15-DAY) N OT NO-
BAYER-200616497GDS

54 YR Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthma ACETYLSALICYLIC ACID S Total daily dose: 75 MG  BAYER
Cough VENLAFAXINE HYDROCHLORIDE S  
Drug effect decreased TRIMEPRAZINE S  

MIANSERIN C Total daily dose: 30 MG  
NITRAZEPAM C  

6204501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2006 6204501 EXPEDITED (15-DAY) Y OT DE-
GLAXOSMITHKLINE-
D0051843A

Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LITHIUM CARBONATE S ORAL  GLAXOSMITHKLINE
Somnolence VENLAFAXINE HYDROCHLORIDE S ORAL  

LORAZEPAM S ORAL 20MG per day  
REMERGIL S ORAL  
SEROQUEL S ORAL  
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6241209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2006 6241209 DIRECT N OT 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 75 MG ONCE A DAY

PO
 WYETH

Irritability EFFEXOR XR S ORAL 150 MG ONCE DAILY
PO

 

Aggression  
Agitation  
Impaired work ability  
Imprisonment  

6168088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Dec-2006 6168088 EXPEDITED (15-DAY) Y OT S06-USA-04370-01 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion LEXAPRO S ORAL 20 MG QD PO  
Loss of consciousness EFFEXOR S  
Abnormal behaviour  
Confusional state  
Disorientation  
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5978529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2007 5978529 EXPEDITED (15-DAY) Y DE HQWYE444720JAN06 14 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

SEE IMAGE
46 DAY

Mania ZOLPIDEM TARTRATE C  
Aggression ENDEP C  
Self injurious behaviour DIANE-35 ED (CYPROTERONE

ACETATE/ETHINYLESTRADIOL)
C  

Abnormal behaviour  
Asphyxia  
Condition aggravated  
Contusion  
Depression  
Drug abuser  
Elevated mood  
Fatigue  
Influenza like illness  
Insomnia  
Laceration  
Limb injury  
Menorrhagia  
Mental disorder  
Negativism  
Pain  
Refusal of treatment by patient  
Suicide attempt  
Verbal abuse  
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6207015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2007 6207015 EXPEDITED (15-DAY) N OT IE-GLAXOSMITHKLINE-
A0633000A

24 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PARACETAMOL S ORAL  GLAXOSMITHKLINE
Electrocardiogram T wave inversion VENLAFAXINE HYDROCHLORIDE S ORAL  

ZOPICLONE S ORAL  
6207025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2007 6207025 EXPEDITED (15-DAY) N OT GSK680 33 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PARACETAMOL S ORAL  GLAXOSMITHKLINE

ZOPICLONE S ORAL  
CODEINE S ORAL  
DOXYLAMINE S ORAL  GLAXOSMITHKLINE
VENLAFAXINE HYDROCHLORIDE S ORAL  
ALCOHOL S ORAL  

6207111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2007 6207111 EXPEDITED (15-DAY) N OT GSK1 26 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PAROXETINE HYDROCHLORIDE S ORAL  GLAXOSMITHKLINE
Chills VENLAFAXINE HYDROCHLORIDE S ORAL  
Anxiety OLANZAPINE S ORAL  
Tachycardia ZOLPIDEM S ORAL  

ALCOHOL S ORAL  
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6210056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2007 6210056 EXPEDITED (15-DAY) Y HO,OT DEWYE796311DEC06 35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Antidepressant drug level increased ACETYLCYSTEINE S ORAL 600 MG 1X PER 1 DAY,
ORAL

 

CABERGOLINE S ORAL 5 MG 1X PER 1 DAY,
ORAL

 

ZOPICLONE S ORAL 2 TABLETS PER DAY,
ORAL

 

6219131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2007 6219131 EXPEDITED (15-DAY) Y OT CAWYE910120DEC06 63 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus EFFEXOR XR S ORAL 75 MG OD  
Face oedema  
Hot flush  
Hyperhidrosis  
Rosacea  

6145799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6145799 EXPEDITED (15-DAY) N LT IE-GLAXOSMITHKLINE-
B0441709A

44 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed level of consciousness PAROXETINE HYDROCHLORIDE S ORAL  GLAXOSMITHKLINE
Overdose LITHIUM S ORAL  GLAXOSMITHKLINE

VENLAFAXINE HYDROCHLORIDE S ORAL  
MIRTAZAPINE S ORAL  
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6178475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6178475 EXPEDITED (15-DAY) Y OT DEWYE466308NOV06 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema VENLAFAXINE HYDROCHLORIDE S SEE IMAGE  

OPIPRAMOL S ORAL ORAL  
6207937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6207937 EXPEDITED (15-DAY) N HO GSK703 39 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PARACETAMOL S ORAL  GLAXOSMITHKLINE
Endotracheal intubation VENLAFAXINE HYDROCHLORIDE S ORAL  
Acidosis DIAZEPAM S ORAL  GLAXOSMITHKLINE
Blood lactic acid increased VALPROATE SODIUM S ORAL  
Mydriasis DOMPERIDONE S ORAL  
Coma IMIPRAMINE S ORAL  
Convulsion  
Hyperreflexia  
6208219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6208219 EXPEDITED (15-DAY) N OT GSK1016 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ASPIRIN S ORAL  GLAXOSMITHKLINE
Electrocardiogram QRS complex prolonged ACETAMINOPHEN\CAFFEINE

\CODEINE
S ORAL  GLAXOSMITHKLINE

DOTHIEPIN S ORAL  
TRAZODONE HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
ALPRAZOLAM S ORAL  
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6208232FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6208232 EXPEDITED (15-DAY) N OT GSK1037 21 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PARACETAMOL S ORAL  GLAXOSMITHKLINE

CHLORPROMAZINE S ORAL  GLAXOSMITHKLINE
CLONIXIN S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6208274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6208274 EXPEDITED (15-DAY) N OT GSK1479 17 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PARACETAMOL S ORAL  GLAXOSMITHKLINE

VENLAFAXINE HYDROCHLORIDE S ORAL  
DICLOFENAC S ORAL  GLAXOSMITHKLINE

6208330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6208330 EXPEDITED (15-DAY) N OT GSK870 35 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PARACETAMOL S ORAL  GLAXOSMITHKLINE

OLANZAPINE S ORAL  
ATENOLOL S ORAL  
PROMETHAZINE S ORAL  
FLURAZEPAM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
CARBAMAZEPINE S ORAL  GLAXOSMITHKLINE
TOPIRAMATE S ORAL  
CLOZAPINE S ORAL  
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6208346FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6208346 EXPEDITED (15-DAY) N OT IE-GLAXOSMITHKLINE-
B0452622A

Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PARACETAMOL S ORAL  UNKNOWN

ACETAMINOPHEN
\PROPOXYPHENE

S ORAL  UNKNOWN

CARBAMAZEPINE S ORAL  UNKNOWN
ALPRAZOLAM S ORAL  UNKNOWN
VENLAFAXINE HYDROCHLORIDE S ORAL  UNKNOWN
CLONIDINE S ORAL  UNKNOWN

6208457FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6208457 EXPEDITED (15-DAY) N OT GSK1856 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose LAMOTRIGINE S ORAL  GLAXOSMITHKLINE
Somnolence CHLORPROMAZINE S ORAL  GLAXOSMITHKLINE

LEVETIRACETAM S ORAL  
AMISULPRIDE S ORAL  
OMEPRAZOLE S ORAL  GLAXOSMITHKLINE
VENLAFAXINE HYDROCHLORIDE S ORAL  
FLURAZEPAM S ORAL  
LORAZEPAM S ORAL  

6217911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2007 6217911 EXPEDITED (15-DAY) Y CA 151245ISR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Limb hypoplasia congenital DIAZEPAM S ORAL 2 MG, AS REQUIRED  
Limb reduction defect VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG  
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6221111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2007 6221111 EXPEDITED (15-DAY) HO,OT DEWYE958327DEC06 24 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Galactorrhoea VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG PER DAY

ORAL
 

Breast swelling BROMPERIDOL S ORAL 5 MG PER DAY ORAL  
Potentiating drug interaction RISPERDAL S ORAL 4 MG PER DAY ORAL 21 DAY

RISPERDAL S ORAL ORAL 2 DAY
RISPERDAL S ORAL 3 MG PER DAY ORAL 1 DAY
GASTROZEPIN C  
VITAMIN E C  
AKINETON C  
TRIHEXYPHENIDYL
HYDROCHLORIDE

C  

6221117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2007 6221117 EXPEDITED (15-DAY) OT DEWYE028804JAN07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence VENLAFAXINE HYDROCHLORIDE S ORAL 75 & 37.5MG

(FREQUENCY
UNKNOWN) ORAL -
SEE IMAGE

 

6221134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2007 6221134 EXPEDITED (15-DAY) Y OT GBWYE972228DEC06 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Limb hypoplasia congenital EFFEXOR S TRANSPLACENTAL 37.5 MG FREQUENCY

UNKNOWN,
TRANSPLACENTAL

 

Maternal exposure during pregnancy DIAZEPAM S TRANSPLACENTAL 2MG AS NECESSARY;
TRANSPLACENTAL

 

Limb reduction defect  
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6424719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2007 6424719 EXPEDITED (15-DAY) Y OT GBWYE012203JAN07 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150MG, FREQUENCY

UNKNOWN, ORAL, 75
MG, FREQUENCY
UNKNOWN

 

Drug interaction MODAFINIL S ORAL SEE IMAGE 4 WEEK
Psychotic disorder  

6221677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2007 6221677 DIRECT N RI 149 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S ORAL ONE CAPSULE DLY PO  WYETH
Abdominal pain upper  
Chills  
Decreased appetite  
Diarrhoea  
Drug withdrawal syndrome  
Gait disturbance  
Insomnia  
Nausea  
Nightmare  
Tooth disorder  

6222370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2007 6222370 EXPEDITED (15-DAY) HO DEWYE006103JAN07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol interaction VENLAFAXINE HYDROCHLORIDE S 75 MG 3X PER 1 DAY;  
Drug ineffective ALCOHOL S  
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6213567FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2007 6213567 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2007000679

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness XANAX S ORAL Text:UNKNOWN  
Weight increased LITHIUM CARBONATE S ORAL  
Muscle twitching RISPERDAL S ORAL  

EFFEXOR S ORAL  
6223487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2007 6223487 EXPEDITED (15-DAY) Y HO,OT HQWYE982120NOV06 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate irregular EFFEXOR XR S ORAL UNSPECIFIED, ORAL  

LITHIUM (LITHIUM) S ORAL ORAL  
ABILIFY C  
NEURONTIN C  

6223528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2007 6223528 EXPEDITED (15-DAY) Y HO,OT DEWYE654227NOV06 41 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL OVERDOSE AMOUNT

UNKNOWN
1 DAY

Aggression ALCOHOL (ETHANOL) S ORAL OVERDOSE AMOUNT
UNKNOWN

1 DAY

Blood alcohol increased  
Drug screen positive  
Suicide attempt  
Syncope  
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6223533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2007 6223533 EXPEDITED (15-DAY) Y HO NLWYE030204JAN07 < 1 DAY Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Dyskinesia neonatal ALCOHOL (ETHANOL) S  
Apgar score low  
Maternal exposure during pregnancy  
6223540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2007 6223540 EXPEDITED (15-DAY) Y HO BEWYE702330NOV06 35 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block EFFEXOR S ORAL 300 MG 1X PER 1 DAY;

SEE IMAGE
 

METOPROLOL SUCCINATE S ORAL 200 MG 1X PER 1 DAY  
TETRAZEPAM C  
MOTILIUM (DEOMPERIDONE) C  
PRIMPERAN C  
XANAX C  
ZOPICLONE (ZOPICLONE) C  

6225623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2007 6225623 EXPEDITED (15-DAY) Y HO SPVI-2007-00049 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delusional disorder, unspecified type ADDERALL S  

EFFEXOR S  
SYNTHROID S ORAL 0.088MG, 2X/DAY; BID,

ORAL
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6225727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2007 6225727 EXPEDITED (15-DAY) N HO HJQWYE334103JAN07 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S 37.5 MG 1X PER 1 DAY  
Blood potassium decreased SYNTHROID C  
Heart rate increased PROGESTERONE C  
Palpitations ESTROGENS C  
Vertigo DHEA (PRASTERONE) C  
Anxiety  
Asthenia  
Decreased appetite  
Diarrhoea  
Dizziness  
Drug dose omission  
Drug withdrawal syndrome  
Eye pain  
Fatigue  
Fear  
Feeling abnormal  
Headache  
Nausea  
Rhinalgia  

6213221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2007 6213221 EXPEDITED (15-DAY) N OT HQWYE942213DEC06 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE,  ORAL  
Aggression  
Agitation  
Amnesia  
Anger  
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6213221
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Burning sensation  
Chills  
Confusional state  
Depression  
Drug dependence  
Drug dose omission  
Drug ineffective  
Dry mouth  
Dyspepsia  
Dyspnoea  
Emotional distress  
Eructation  
Feeling abnormal  
Flatulence  
Gastrooesophageal reflux disease  
Hallucination  
Hallucination, visual  
Hunger  
Hypoaesthesia  
Hypoaesthesia oral  
Hypothyroidism  
Myocardial infarction  
Negative thoughts  
Nervous system disorder  
Panic attack  
Paraesthesia  
Paraesthesia oral  
Pollakiuria  
Sensation of foreign body  
Sleep disorder  
Social avoidant behaviour  

Page: 2,229 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6213221
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation  
Thirst  
Throat irritation  
Thyroid disorder  
Tinnitus  
6223576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jan-2007 6223576 EXPEDITED (15-DAY) Y HO HQWYE452104JAN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonia EFFEXOR XR S ORAL 400 MG 1X PER 1 DAY,

ORAL; SEE IMAGE
 

Neck pain NORTRIPTYLINE
HYDROCHLORIDE

S ORAL ORAL  

Tachycardia SYNTHROID C  
Nuchal rigidity CYTOMEL C  
Depression  
Dizziness  
Drug effect decreased  
Drug withdrawal syndrome  
Headache  
Liver function test abnormal  
Liver tenderness  
Musculoskeletal stiffness  
Paraesthesia  
Pleural effusion  
Somnolence  
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6202712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6202712 EXPEDITED (15-DAY) Y HO,OT DEWYE653827NOV06 70 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal hypomotility VENLAFAXINE HYDROCHLORIDE S ORAL 50 CAPSULES

(OVERDOSE AMOUNT
3750)

1 DAY

Blood potassium decreased SEROQUEL S ORAL 40 TABLETS
(OVERDOSE AMOUNT
4000 MG)

1 DAY

Coma  
Hypernatraemia  
Hypotension  
Intentional overdose  
Respiratory depression  
Respiratory failure  
Somnolence  
Suicide attempt  
Supraventricular tachycardia  
6214297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6214297 EXPEDITED (15-DAY) Y HO DEWYE833714DEC06 40 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apallic syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 1 TABLET (AMOUNT

150 MG) ORAL
1 DAY
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6216381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6216381 EXPEDITED (15-DAY) Y HO DE-PFIZER
INC-2005068764

59 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression NORVASC S ORAL Daily Dose:5MG-

Freq:DAILY
 

Tremor VENLAFAXINE HYDROCHLORIDE S ORAL Daily Dose:225MG-
Freq:DAILY

 

CAPTOPRIL S ORAL Daily Dose:100MG-
Freq:DAILY

 

HYDROCHLOROTHIAZIDE C ORAL Freq:UNKNOWN  
6221986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6221986 DIRECT Y RI 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea VENLAFAXINE HYDROCHLORIDE S 100MG TID  
Dizziness  
6224125FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6224125 EXPEDITED (15-DAY) HO,LT,OT HQWYE380203JAN07 45 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose BISOPROLOL FUMARATE S TOOK 560 MG  
Respiratory failure ADVIL S TOOK 6 G  
Cardiogenic shock DILTIAZEM S TOOK "8.40 G"  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S TOOK "2,10G"  
Haemorrhage  
Hypotension  
Hypoxia  
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6224829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6224829 EXPEDITED (15-DAY) Y HO,OT GBWYE704808JUN06 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR S ORAL 225 MG 1X PER 1 DAY  
Maternal exposure during pregnancy  
Pregnancy  
6226284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6226284 EXPEDITED (15-DAY) N HO,OT AUWYE038105JAN07 1 DAY Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR XR S TRANSPLACENTAL SEE IMAGE 1 WEEK
Maternal exposure during pregnancy  
6226285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6226285 EXPEDITED (15-DAY) N OT AUWYE142706OCT06 28 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL SEE IMAGE 1 WEEK
Gestational diabetes  
Gestational hypertension  
Premature labour  
Vomiting  
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6226293FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2007 6226293 EXPEDITED (15-DAY) Y DE AUWYE122211JAN07 44 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death VENLAFAXINE HYDROCHLORIDE S  

ALCOHOL S  
CANNABIS SATIVA SUBSP.
SATIVA FLOWERING TOP

S  

VALPROATE SODIUM S  
SEROQUEL S  
ASMOL (SALBUTAMOL SULFATE) C  
PANADEINE FORTE (CODEINE
PHOSPHATE/PARACETAMOL)

C  

6222785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2007 6222785 DIRECT Y DE 13 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood altered EFFEXOR XR S ORAL 150MG DAILY PO  
Completed suicide ADDERALL XR S ORAL 20MG DAILY PO  
Asphyxia  
Completed suicide  
Mood swings  
Stress  
6225656FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2007 6225656 EXPEDITED (15-DAY) Y OT HQWYE682508JAN07 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR XR S  
Self-injurious ideation  
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6461414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2007 6461414 EXPEDITED (15-DAY) Y HO,OT DEWYE808212DEC06 65 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 2X PER 1 DAY

ORAL; SEE IMAGE
 

Gait disturbance AMLODIPINE S ORAL 10 MG 1X PER 1 DAY
ORAL

 

Depressed level of consciousness METOPROLOL TARTRATE S ORAL 95 MG 1X PER 1 DAY
ORAL

 

Disturbance in attention NALOXONE HYDROCHLORIDE
\TILIDINE HYDROCHLORIDE

S ORAL 12 DROPS PER DAY
ORAL

 

6223728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2007 6223728 DIRECT Y LT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myalgia EFFEXOR XR S ORAL 750MG BID PO  
Arthralgia EFFEXOR XR C  
Abasia  
Bone pain  
Drug effect decreased  
Musculoskeletal stiffness  
Pain  
6226643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2007 6226643 EXPEDITED (15-DAY) Y HO 6028931 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Phlebitis LEVOTHYROXINE SODIUM S ORAL 200 MCG (200 MCG, 1

D) ORAL
 

Pulmonary embolism LIORESAL S ORAL 1 DOSAGE FORMS (1
DOSAGE FORMS, 1 D)
ORAL

 

EFFEXOR S ORAL 37,5 MG (37,5 MG, 1 D)
ORAL
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6227025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2007 6227025 EXPEDITED (15-DAY) Y OT S07-SWI-00157-01 33 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby CITALOPRAM HYDROBROMIDE S  
Polyhydramnios EFFEXOR S ORAL 150 MG QD PO  
Maternal exposure during pregnancy  
Pregnancy  
6241242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2007 6241242 DIRECT Y HO,CA 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR S ORAL PO  
Disturbance in attention  
Emotional disorder  
Hypertension  
Maternal exposure during pregnancy  
Premature baby  
Psychomotor hyperactivity  
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6218308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2007 6218308 EXPEDITED (15-DAY) Y HO,OT PHBS2007ES00972 52 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism IMIPRAMINE S  NOVARTIS
Posture abnormal CLOZAPINE S  
Amimia CLOMIPRAMINE S 225 mg/day  
Bradykinesia OLANZAPINE S 10 mg/day 5760 MIN
Muscle rigidity OLANZAPINE S 15 mg/day 1440 MIN
Electroconvulsive therapy OLANZAPINE S 20 mg/day 8640 MIN
Depression LORAZEPAM S  
Anxiety LAMOTRIGINE S  
Phobia QUETIAPINE S  
Depressed mood VENLAFAXINE HYDROCHLORIDE S  
Agitation FLUOXETINE S  
Abnormal behaviour LITHIUM S  
Delusion LEVOMEPROMAZINE S  

HALOPERIDOL S  
ZIPRASIDONE HYDROCHLORIDE S  
CLORAZEPATE DIPOTASSIUM S 150 mg/day  
LORMETAZEPAM S 2 mg/day  
MIRTAZAPINE S 30 mg/day  
BIPERIDEN S 4 mg/day  
LITHIUM CARBONATE S 600 mg/day  
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6218413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2007 6218413 EXPEDITED (15-DAY) Y OT US-ROCHE-477886 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome CLONAZEPAM S ORAL  ROCHE
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 75MG TAKEN IN THE

MORNING AND 35.5MG
TAKEN AT BEDTIME

 

QUETIAPINE S ORAL  
OXCARBAZEPINE S ORAL  
DIPHENHYDRAMINE C ORAL  
IBUPROFEN C ORAL  

6218461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2007 6218461 EXPEDITED (15-DAY) N DE,LT FR-GLAXOSMITHKLINE-
B0453791A

61 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma DEROXAT S ORAL  GLAXOSMITHKLINE
Suicide attempt LORAZEPAM S ORAL  UNKNOWN
Cardiac arrest EFFEXOR S ORAL  UNKNOWN
Intentional overdose MITOTANE S ORAL  UNKNOWN
Pigmentation disorder DAFALGAN C UNKNOWN  UNKNOWN
Renal failure UNSPECIFIED INGREDIENT C UNKNOWN  UNKNOWN
Depressed level of consciousness HYDROCORTISONE C UNKNOWN  UNKNOWN
Pleural effusion FLUDROCORTISONE C UNKNOWN  UNKNOWN
Anaemia  
Blood pressure systolic increased  
Hypoxia  
Infectious pleural effusion  
Intentional overdose  
Lung disorder  
Obstructive airways disorder  
Septic shock  
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6218797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2007 6218797 EXPEDITED (15-DAY) DE US-ROXANE
LABORATORIES,
INC-2007-DE-00287GD

61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse SERTRALINE S ORAL  ROXANE
Unresponsive to stimuli PARACETAMOL S  
Respiratory rate decreased NIFEDIPINE S ORAL 167 tablets were

retrieved from the
patient's stomach

 

Bezoar VENLAFAXINE HYDROCHLORIDE S ORAL  
Hypotension ATORVASTATIN S ORAL  
Bradycardia  
Loss of consciousness  
Multi-organ failure  
6218859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jan-2007 6218859 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2007003826

44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lichenoid keratosis ATARAX S ORAL Daily Dose:50MG 11 MTH
Pruritus TROXERUTIN S ORAL Text:1 DF 11 MTH

VENLAFAXINE HYDROCHLORIDE S ORAL Daily Dose:75MG 11 MTH
PRAVASTATIN SODIUM S ORAL Daily Dose:20MG 11 MTH

3873151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2007 3873151 EXPEDITED (15-DAY) Y HO,DS HQ2116930APR2002 34 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR S ORAL SEE IMAGE 48 DAY
Hepatic cirrhosis LORAZEPAM C  
Activated partial thromboplastin time prolonged  
Blood creatine increased  
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3873151
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholestasis  
Coagulation factor decreased  
Coagulation factor V level decreased  
Diarrhoea  
Dizziness postural  
Eosinophilia  
General physical health deterioration  
Haemochromatosis  
Headache  
Hepatic atrophy  
Hepatic failure  
Hepatic fibrosis  
Hepatic necrosis  
Hepatic neoplasm  
Hypercoagulation  
Lymphadenopathy  
Lymphopenia  
Nausea  
Nodular regenerative hyperplasia  
Oedema  
Platelet count decreased  
Portal vein occlusion  
Prothrombin time ratio decreased  
Prothrombin time shortened  
Red blood cell count decreased  
Serum ferritin increased  
Sinus bradycardia  
Toxicity to various agents  
Vomiting  
Weight decreased  
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6170706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2007 6170706 EXPEDITED (15-DAY) HO,OT HQWYE432023OCT06 28 YR Male JPN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumothorax VENLAFAXINE S ORAL 37.5 MG 1X PER 1

DAY; ORAL
7 DAY

Cyst VENLAFAXINE S ORAL 150 MG 1X PER 1 DAY;
ORAL, 75 MG 1X PER 1
DAY; ORAL

7 DAY

LENDORM C  
6218146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2007 6218146 EXPEDITED (15-DAY) Y OT DEWYE952127DEC06 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Carcinoid tumour of the gastrointestinal tract VENLAFAXINE HYDROCHLORIDE S  
Presyncope  
6229845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2007 6229845 EXPEDITED (15-DAY) HO,OT AUWYE146114JAN07 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decrease neonatal EFFEXOR XR S TRANSPLACENTAL 37.5 MG 1X PER 1

DAY;
TRANSPLACENTAL;
SEE IMAGE

 

Eye infection  
Maternal exposure during pregnancy  
Neonatal disorder  
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6230266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2007 6230266 EXPEDITED (15-DAY) Y HO AUWYE136113JUL06 31 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY

ORAL
2 YR

Caesarean section  
Maternal exposure during pregnancy  
Premature separation of placenta  
8396230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2007 8396230 EXPEDITED (15-DAY) Y HO,OT PTWYE138912JAN07 43 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash papular EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY;

ORAL
25 DAY

Toxic skin eruption EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;
ORAL

7 DAY

Refusal of treatment by patient FLUOXETINE HYDROCHLORIDE S  
LEVOCETIRIZINE
DIHYDROCHLORIDE

S  

ALPRAZOLAM C  
SALBUTAMOL SULFATE C  
FLUTICASONE PROPIONATE C  
OMEPRAZOLE C  
TRAZODONE HYDROCHLORIDE C  

6221053FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6221053 EXPEDITED (15-DAY) DE US-ROXANE
LABORATORIES,
INC-2007-BP-00827RO

25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide MIRTAZAPINE S  ROXANE

VENLAFAXINE HYDROCHLORIDE S  
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6226509FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6226509 DIRECT Y OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR XR S ORAL 75XR 1 PER DAY PO  
Anxiety  
Coordination abnormal  
Diplopia  
Dry mouth  
Eye movement disorder  
Feeling abnormal  
Headache  
Hyperhidrosis  
Influenza like illness  
Maternal exposure during pregnancy  
Nausea  
Nightmare  
Paraesthesia  
Pregnancy  
Vertigo  
6230134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6230134 EXPEDITED (15-DAY) Y HO,LT SEWYE148115JAN07 64 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute hepatic failure EFFEXOR S ORAL 225 MG DAILY 1994 DAY
Antidepressant drug level increased  
Coma hepatic  
Diabetes mellitus  
Enzyme abnormality  
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6230138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6230138 EXPEDITED (15-DAY) Y OT FRWYE164515JAN07 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR S ORAL 150 MG TOTAL DAILY;

200 MG TOTAL DAILY;
150 MG TOTAL DAILY
WITH EPISODIC
INTAKES OF 300 TO
350 MG TO

 

6231825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6231825 EXPEDITED (15-DAY) HO,DS FRWYE193917JAN07 71 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT:

90 TABLETS ORAL
 

Hypotension ZOPICLONE S ORAL OVERDOSE AMOUNT:
14 TABLETS ORAL

 

Vomiting OXAZEPAM S ORAL OVERDOSE AMOUNT:
50 TABLETS ORAL

 

Diarrhoea LITHIUM CARBONATE S ORAL OVERDOSE AMOUNT:
107 TABLETS ORAL

 

Polyneuropathy CYAMEMAZINE S ORAL ORAL  
Dehydration XANAX S ORAL OVERDOSE AMOUNT:

90 TABLETS ORAL
 

Blood creatinine increased PHENOBARBITAL
(PHENOBARBITAL)

C  

Coma  
Disseminated intravascular coagulation  
Oxygen saturation decreased  
Status epilepticus  
Thrombocytopenia  
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6231826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6231826 EXPEDITED (15-DAY) HO HQWYE734817JAN07 20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT

WAS "2250 MG" ORAL
 

Bradypnoea ALCOHOL S ORAL ORAL  
Coma ALPRAZOLAM S ORAL OVERDOSE AMOUNT

15 MG ORAL
 

Blood alcohol increased  
Mydriasis  
6231839FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6231839 EXPEDITED (15-DAY) HO,OT FRWYE199217JAN07 26 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT:

5500 MG ORAL
 

Blood lactic acid increased TETRAZEPAM S ORAL OVERDOSE AMOUNT:
1 G ORAL

 

Convulsion ZOPICLONE S ORAL OVERDOSE AMOUNT:
210 MG ORAL

 

Blood potassium decreased  
Coma  
Cyanosis  
Rhabdomyolysis  
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6231841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6231841 EXPEDITED (15-DAY) HO HQWYE735217JAN07 35 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol poisoning EFFEXOR S ORAL OVERDOSE AMOUNT

WAS 350 MG ORAL
 

Overdose ALCOHOL S ORAL ORAL  
BROMAZEPAM S ORAL OVERDOSE AMOUNT

180 MG ORAL
 

ACEPROMAZINE MALEATE
\CLORAZEPATE DIPOTASSIUM

S ORAL OVERDOSE AMOUNT
WAS 10 MG ORAL

 

6236360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2007 6236360 EXPEDITED (15-DAY) OT GBWYE269822JAN07 40 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident EFFEXOR S 75 MG 2X PER 1 DAY  

6228488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2007 6228488 DIRECT Y OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Open angle glaucoma EFFEXOR XR S ORAL 150MG QD ONCE PO

DAILY
 WYETH

BUSPIRONE C  
6230287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2007 6230287 EXPEDITED (15-DAY) Y OT DEWYE130912JAN07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alveolitis VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG PER DAY ORAL  
Chronic obstructive pulmonary disease  
Pyrexia  
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6230289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2007 6230289 EXPEDITED (15-DAY) HO,OT FRWYE193617JAN07 40 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT:

450 MG ORAL
 

Tachycardia ANAFRANIL S OPHTHALMIC OVERDOSE AMOUNT:
550 MG ORAL

 

Respiratory failure BROMAZEPAM S ORAL OVERDOSE AMOUNT:
120 MG ORAL

 

Coma  
Somnolence  
6231889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2007 6231889 EXPEDITED (15-DAY) Y HO,LT 6028994 45 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory failure BISOPROLOL FUMARATE S 560,0000 MG (560 MG,

1 IN 1 D)
 

Cardiogenic shock DILTIAZEM HYDROCHLORIDE S  
Intentional overdose VENLAFAXINE S  
Catheter site haemorrhage ADVIL S  
6232283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2007 6232283 EXPEDITED (15-DAY) Y HO S07-USA-00216-01 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation NAMENDA S ORAL 20 MG QD PO  
Failure to thrive ARICEPT S ORAL 20 MG QD PO  
Hypophagia ARICEPT S ORAL 5 MG QD PO  
Disease progression ARICEPT S ORAL 10 MG QD PO  
Aggression RISPERDAL S  

EFFEXOR S  
REMERON S  
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6236437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2007 6236437 EXPEDITED (15-DAY) HO FRWYE194517JAN07 25 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mydriasis EFFEXOR S ORAL OVERDOSE AMOUNT:

750 MG ORAL
 

Electrocardiogram repolarisation abnormality BUSPIRONE HYDROCHLORIDE S ORAL OVERDOSE AMOUNT:
400 MMG ORAL

 

Serotonin syndrome PROZAC S ORAL OVERDOSE AMOUNT:
600 MG ORAL

 

Overdose  
Refusal of treatment by patient  
6295526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2007 6295526 NON-EXPEDITED Y HO,RI A001-002-006824 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis ARICEPT S ORAL 10 MG, 1 IN 1 D, ORAL  

NORVASC S ORAL 10 MG, 1 IN 1 D, ORAL  
ZOCOR S ORAL 40 MG, 1 IN 1 D, ORAL  
ASA (ACETYLSALICYLIC ACID) S ORAL 81 MG, 1 IN 1 D, ORAL  
EFFEXOR XR S ORAL 75 MG, 1 IN 1 D, ORAL  
LISINOPRIL (LISINOPRIL) C ORAL 20 MG, 1 IN 1 D, ORAL  
PLAVIX C  
VITAMIN E C  
VITAMIN B12 C  
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6213224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6213224 EXPEDITED (15-DAY) Y DE HQWYE764111DEC06 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Drug screen positive COCAINE S  
ATENOLOL (ATENOLOL) C  
LASIX C  

6222888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6222888 EXPEDITED (15-DAY) Y HO PHRM2007FR00504 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism LIORESAL S ORAL 10 mg, QD  NOVARTIS
Phlebitis LEVOTHYROX S ORAL 200 ug, QD  

EFFEXOR S ORAL 37.5 mg, QD  
6229874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6229874 DIRECT N RI 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of libido EFFEXOR XR S ORAL 75MG  1XDAY  PO  
Inadequate lubrication  
6231768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6231768 EXPEDITED (15-DAY) HO,OT HQWYE724117JAN07 45 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S 750 MG (OVERDOSE

AMOUNT)
1 DAY

Alcohol poisoning ALCOHOL S 1 DAY
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6231769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6231769 EXPEDITED (15-DAY) HO,OT HQWYE724617JAN07 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S 250 MG (OVERDOSE

AMOUNT)
1 DAY

Alcohol poisoning ALCOHOL S 1 DAY
6231770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6231770 EXPEDITED (15-DAY) HO HQWYE752218JAN07 31 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S OVERDOSE AMOUNT:

1500 MG
1 DAY

Hyperthermia  
6231771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6231771 EXPEDITED (15-DAY) HO HQWYE762118JAN07 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S OVERDOSE AMOUNT:

300 MG
1 DAY

Bradypnoea  
Mydriasis  
Somnolence  
6232130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6232130 EXPEDITED (15-DAY) Y DE,RI 2007-00250 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bezoar NIFEDIPINE S  WATSON
Intentional overdose VENLAFAXINE S  
Completed suicide SERTRALINE S  

ATORVASTATIN CALCIUM S  
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6233014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6233014 EXPEDITED (15-DAY) HO,OT FRWYE199017JAN07 28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR S ORAL OVERDOSE AMOUNT:

3500 MG ORAL
 

Tachycardia ZOLPIDEM TARTRATE S ORAL OVERDOSE AMOUNT:
140 MG ORAL

 

Hypothermia XANAX S ORAL OVERDOSE AMOUNT:
15 MG ORAL

 

Mydriasis  
Overdose  
6233015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6233015 EXPEDITED (15-DAY) HO,OT FRWYE212917JAN07 14 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL ESTGIMATED

OVERDOSE AMOUNT:
1125 MG ORAL

 

Mydriasis  
Nausea  
6233066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6233066 EXPEDITED (15-DAY) N HO HQWYE348115JAN07 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Failure to thrive EFFEXOR S ORAL DOSE AND

FREQUENCY
UNSPECIFIED, ORAL

 

Agitation ARICEPT S ORAL SEE IMAGE  
Decreased appetite NAMENDA S ORAL SEE IMAGE  

REMERON S DOSE AND
FREQUENCY
UNSPECIFIED

 

RISPERDAL S  
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6237042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6237042 EXPEDITED (15-DAY) DE FRWYE200017JAN07 51 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL UNKNOWN AMOUNT

RESULTING IN BLOOD
LEVEL OF 16.5

 

Drug interaction ALCOHOL (ETHANOL) S ORAL UNKNOWN AMOUNT
RESULTING IN BLOOD
LEVEL OF 3.25 G/L

 

CYAMEMAZINE S ORAL UNKNOWN AMOUNT
RESULTING IN BLOOD
LEVEL OF 0.75 MG/L

 

6237172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2007 6237172 EXPEDITED (15-DAY) HO HQWYE728117JAN07 56 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S 500 MG (OVERDOSE

AMOUNT)
1 DAY

Somnolence ALCOHOL (ETHANOL) S 1 DAY
Bradycardia CITALOPRAM HYDROBROMIDE S 340 MG (OVERDOSE

AMOUNT)
1 DAY

Alcohol poisoning  
Neurological symptom  

Page: 2,252 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data
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Detailed Report
6202709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6202709 EXPEDITED (15-DAY) Y OT FRWYE655027NOV06 52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG TOTAL DAILY

ORAL
1 DAY

Genital paraesthesia EFFEXOR S ORAL SEE IMAGE 15 DAY
Nausea VERATRAN (CLOTIAZEPAM) C  
Vomiting NOCTRAN 10 (ACEPROMAZINE/

ACEPROMETAZINE/
CLORAZEPATE DIPOTASSIUM)

C  

Tremor LEVOTHYROXINE SODIUM C  
Diarrhoea  
Drug ineffective  
Dyspnoea  
Epilepsy  
Gastrointestinal motility disorder  
Gaze palsy  
Loss of consciousness  
Paraesthesia  
Tachycardia  
Urinary incontinence  
6214132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6214132 EXPEDITED (15-DAY) Y DE,HO AUWYE846114DEC06 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
Toxicity to various agents  
Treatment noncompliance  
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Detailed Report
6223894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6223894 EXPEDITED (15-DAY) N OT CH-BRISTOL-MYERS
SQUIBB
COMPANY-13645692

21 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy TRAZODONE HYDROCHLORIDE S ORAL  APOTHECON

EFFEXOR S ORAL  
6224355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6224355 EXPEDITED (15-DAY) DE,HO,OT US-PFIZER
INC-2007005387

61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse SERTRALINE S ORAL  
Multi-organ failure NIFEDIPINE S ORAL  
Unresponsive to stimuli ATORVASTATIN S ORAL  
Respiratory rate decreased PARACETAMOL S  
Bezoar VENLAFAXINE HYDROCHLORIDE S ORAL  
Bradycardia  
Hypotension  
Loss of consciousness  
6233549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6233549 EXPEDITED (15-DAY) Y DE T200601741 32 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TRAMADOL HYDROCHLORIDE S ORAL ORAL  

METAXALONE S ORAL ORAL  
VENLAFAXINE S ORAL ORAL  
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Detailed Report
6233714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6233714 EXPEDITED (15-DAY) Y HO,OT HQWYE174322JAN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  
Loss of consciousness SYNTHROID S  
6233779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6233779 EXPEDITED (15-DAY) Y DE T200601735 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN

\PROPOXYPHENE
S ORAL ORAL  

CARBAMAZEPINE S ORAL ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

6234074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234074 EXPEDITED (15-DAY) HO HQWYE777318JAN07 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE AMOUNT

500 MG ORAL
 

Bradypnoea ZOPICLONE S ORAL OVERDOSE AMOUNT
10 TAB ORAL

 

Mydriasis  
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Detailed Report
6234128FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234128 EXPEDITED (15-DAY) Y HO HQWYE771718JAN07 57 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension EFFEXOR S OVERDOSE AMOUNT

1500 MG
1 DAY

Pneumonia aspiration MEPROBAMATE S OVERDOSE AMOUNT
"1200"

1 DAY

Coma  
Life support  
Overdose  
6234138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234138 EXPEDITED (15-DAY) HO HQWYE761518JAN07 53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL OVERDOSE 1000 MG

ORAL
 

Coma  
Pneumonia aspiration  
Rhabdomyolysis  
6234148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234148 EXPEDITED (15-DAY) HO,OT FRWYE198617JAN07 54 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood bicarbonate decreased EFFEXOR S ORAL 450 MG 1X PER 1 DAY

ORAL
 

Hypokalaemia ALCOHOL (ETHANOL) S ORAL ORAL 1 DAY
Hypotension  
Intentional overdose  
Tachycardia  
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Detailed Report
6234153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234153 EXPEDITED (15-DAY) HO HQWYE777118JAN07 13 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR XR S ORAL OVERDOSE AMOUNT

262.5, ORAL
 

Agitation ALPRAZOLAM (ALPRAZOLAM) S ORAL OVERDOSE AMOUNT
5MG ORAL

 

Overdose ACEPROMAZINE MALEATE
\CLORAZEPATE DIPOTASSIUM

S ORAL OVERDOSE AMOUNT
80 MG, ORAL

 

6234158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234158 EXPEDITED (15-DAY) DE FRWYE212617JAN07 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL UNKNOWN

OVERDOSE AMOUNT
RESULTING IN A
BLOOD LEVEL OF 8.6
MG/L, ORAL

 

Cardiotoxicity EQUANIL S ORAL UNKNOWN
OVERDOSE
RESULTING IN A
BLOOD LEVEL OF 108
MG/L, ORAL

 

Drug interaction AMITRIPTYLINE
HYDROCHLORIDE

S ORAL UNKNOWN
OVERDOSE AMOUNT
RESULTING IN A
BLOOD LEVEL OF 1
MG/L, ORAL

 

TRIMEPRAZINE TARTRATE C  
XANAX C  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6234160FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234160 EXPEDITED (15-DAY) HO HQWYE752818JAN07 16 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S OVERDOSE AMOUNT

562.5MG
1 DAY

Agitation  
Mydriasis  
6234179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234179 EXPEDITED (15-DAY) HO HQWYE750118JAN07 24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S OVERDOSE AMOUNT

1200 MG
1 DAY

Maternal exposure during pregnancy  
6234234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234234 EXPEDITED (15-DAY) HO HQWYE733617JAN07 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL "OVERDOSE AMOUNT

1000 MG"
1 DAY

Alcohol poisoning CLORAZEPATE DIPOTASSIUM S "OVERDOSE AMOUNT
300 MG"

1 DAY

Somnolence LORAZEPAM S "OVERDOSE AMOUNT
50 MG"

1 DAY

Agitation  
Mydriasis  
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Detailed Report
6234245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234245 EXPEDITED (15-DAY) OT HQWYE733417JAN07 35 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR S ORAL "OVERDOSE AMOUNT

2250 MG"
1 DAY

Electrocardiogram ST segment abnormal ALCOHOL (ETHANOL) S ORAL "OVERDOSE AMOUNT
UNKNOWN"

1 DAY

Sinus tachycardia ALPRAZOLAM (ALPRAZOLAM) S "OVERDOSE AMOUNT
7.5 MG"

1 DAY

Hypotension  
Overdose  
6234260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234260 EXPEDITED (15-DAY) HO HQWYE732517JAN07 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL "OVERDOSE AMOUNT

1875 MG"
1 DAY

Hypotonia ALCOHOL (ETHANOL) S OVERDOSE AMOUNT 1 DAY
Mydriasis LORAZEPAM S 60 MG OVERDOSE

AMOUNT
1 DAY

Alcohol poisoning  
6234272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234272 EXPEDITED (15-DAY) HO HQWYE732417JAN07 13 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL "OVERDOSE AMOUNT

375 MG"
1 DAY

Urinary retention PAROXETINE S 200 MG OVERDOSE
AMOUNT

1 DAY
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Detailed Report
6234290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234290 EXPEDITED (15-DAY) Y OT GBWYE938222DEC06 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY;

OVERDOSE OF 300MG
TWICE DAILY

 

Dizziness  
Hyperhidrosis  
Incorrect dose administered  
Unevaluable event  
6234640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234640 EXPEDITED (15-DAY) Y HO B0455018A 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S  

Convulsion VENLAFAXINE HYDROCHLORIDE S  
Confusional state DEXEDRINE S  
Agitation  
Clonus  
Hyperreflexia  
Hyperthermia  
Muscle rigidity  
Respiratory disorder  
Serotonin syndrome  
Tachycardia  
Toxicity to various agents  
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Detailed Report
6234768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234768 EXPEDITED (15-DAY) DE FRWYE212817JAN07 3 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
Accidental exposure to product by child ACETAMINOPHEN S ORAL ORAL  
Febrile convulsion  
6234780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6234780 EXPEDITED (15-DAY) HO HQWYE730717JAN07 36 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bradypnoea EFFEXOR S 1075 MG (OVERDOSE

AMOUNT)
1 DAY

Miosis CITALOPRAM HYDROBROMIDE S 240 MG (OVERDOSE
AMOUNT)

1 DAY

Overdose  
Somnolence  
6235437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6235437 EXPEDITED (15-DAY) HO,OT FRWYE196517JAN07 52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR S ORAL OVERDOSE AMOUNT:

2500 MG
 

Hypothermia ALCOHOL (ETHANOL) S ORAL  
Balance disorder CLORAZEPATE DIPOTASSIUM S ORAL OVERDOSE AMOUNT:

750 MG
 

Heart rate increased  
Overdose  
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Detailed Report
6235449FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6235449 EXPEDITED (15-DAY) HO,OT FRWYE199617JAN07 51 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S ORAL OVERDOSE AMOUNT:

1125 MG
 

Hyperthermia LEVOTHYROXINE SODIUM S ORAL OVERDOSE AMOUNT:
3:25 MG

 

Bundle branch block left  
Cardiac arrest  
Coma  
Convulsion  
Cyanosis  
Electrocardiogram QRS complex prolonged  
Hypertonia  
Metabolic acidosis  
Overdose  
Rhabdomyolysis  
Ventricular tachycardia  
6235467FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6235467 EXPEDITED (15-DAY) HO HQWYE792218JAN07 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR S OVERDOSE AMOUNT

"LARGE AMOUNT"
 

Pneumonia aspiration ALPRAZOLAM (ALPRAZOLAM) S OVERDOSE AMOUNT
"LARGE AMOUNT"

1 DAY

Overdose ZOLPIDEM TARTRATE S OVERDOSE AMOUNT
"LARGE AMOUNT"

1 DAY
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Detailed Report
6238320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6238320 EXPEDITED (15-DAY) Y HO GBWYE19817JAN07 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL OVERDOSE OF 11

TABLETS OF 75 MG
ORAL

 

Intentional overdose ALCOHOL S  
Hyperthermia malignant CLOZARIL S ORAL OVERDOSE OF

1400MG IN 1 DAY
ORAL; SEE IMAGE

 

Agitation  
6238323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6238323 EXPEDITED (15-DAY) HO HQWYE782418JAN07 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension EFFEXOR S OVERDOSE AMOUNT

4000 MG
1 DAY

Tachycardia LORMETAZEPAM S OVERDOSE AMOUNT
18 TAB

1 DAY

Pneumonia aspiration OXAZEPAM S OVERDOSE AMOUNT
1000 MG

1 DAY

Overdose  
Somnolence  
6941144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jan-2007 6941144 EXPEDITED (15-DAY) Y HO HQWYE784518JAN07 23 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S OVERDOSE AMOUNT

1125 MG
1 DAY

Overdose ADVIL S OVERDOSE AMOUNT
2 G

1 DAY

BROMAZEPAM S 1 DAY
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Detailed Report
6145905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6145905 EXPEDITED (15-DAY) Y DE,OT US-PURDUE-
USA_2003_0006361

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents OXYCONTIN S UNKNOWN UNK mg, unk  
Drowning ALCOHOL S UNKNOWN UNK ml, unk  
Fall DIAZEPAM S  
Abdominal injury VENLAFAXINE HYDROCHLORIDE S  
6163314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6163314 EXPEDITED (15-DAY) Y OT AUWYE246117OCT06 Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 375 MG 1X PER 1 DAY;

ORAL
 

Palpitations LITHIUM S ORAL 1200 MG 1X PER 1
DAY; ORAL

 

Wolff-Parkinson-White syndrome  
6225300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6225300 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0589701A

67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased WELLBUTRIN S UNKNOWN  GLAXOSMITHKLINE

PAXIL S UNKNOWN  GLAXOSMITHKLINE
EFFEXOR S UNKNOWN  
SERZONE S UNKNOWN  
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Detailed Report
6230816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6230816 DIRECT N OT 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG TWICE A DAY

ORAL
 

Headache MORPHINE SULFATE VIA
INFUSION PUMP

C  

Condition aggravated  
Depression  
Therapeutic response changed  
6235409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6235409 EXPEDITED (15-DAY) HO HQWYE792418JAN07 30 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram P wave abnormal EFFEXOR S OVERDOSE AMOUNT

750 MG;
1 DAY

Hypotension ALPRAZOLAM S OVERDOSE AMOUNT
10 MG;

1 DAY

Somnolence INDORAMIN S OVERDOSE AMOUNT
UNKNOWN;

1 DAY

Miosis  
Overdose  
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Detailed Report
6236027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6236027 EXPEDITED (15-DAY) Y OT FRWYE948126DEC06 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL SEE IMAGE  
Depressed level of consciousness  
Disturbance in attention  
Electroencephalogram abnormal  
Feeling hot  
Headache  
Hyperventilation  
Paraesthesia  
6236275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6236275 EXPEDITED (15-DAY) Y DE T200601667 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest PAMELOR S ORAL ORAL  
Completed suicide VENLAFAXINE S ORAL ORAL  

QUETIAPINE FUMARATE S ORAL ORAL  
6238479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6238479 EXPEDITED (15-DAY) Y DE T200601660 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PAMELOR S  
Aspiration VENLAFAXINE HYDROCHLORIDE S  

ACTIVATED CHARCOAL S  
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Detailed Report
6238480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2007 6238480 EXPEDITED (15-DAY) Y DE T200601658 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PAMELOR S ORAL ORAL  

VENLAFAXINE S ORAL ORAL  
BACLOFEN S ORAL ORAL  

6226382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2007 6226382 EXPEDITED (15-DAY) Y HO,LT,OT AUWYE170115JAN07 < 1 DAY Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Life support EFFEXOR XR S ORAL  WYETH
Cardiac murmur  
Premature baby  
6226383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2007 6226383 EXPEDITED (15-DAY) Y OT AUWYE172416JAN07 29 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 448 DAY WYETH
Inappropriate schedule of drug administration EFFEXOR XR S ORAL 4 DAY WYETH
Panic attack EFFEXOR XR S ORAL  WYETH
Asthenia  
Crying  
Headache  
Photophobia  
Vision blurred  
6226733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2007 6226733 EXPEDITED (15-DAY) N OT DEWYE257019JAN07 71 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oesophageal carcinoma VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
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Detailed Report
6226783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2007 6226783 EXPEDITED (15-DAY) Y HO,DS HQWYE628526OCT06 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL unknown  WYETH
Anxiety EFFEXOR XR S ORAL  WYETH
Restlessness EFFEXOR XR S ORAL "decreasing her dose by

75 mg increments over 1
week"

1 WEEK WYETH

Screaming EFFEXOR XR S ORAL "75 mg for a day and a
half"

 WYETH

Movement disorder EFFEXOR XR S ORAL  WYETH
Akathisia LISINOPRIL C  UNKNOWN

MEVACOR C  MERCK SHARP AND
DOHME

LEVOTHROID C  
HYDROCHLOROTHIAZIDE C  UNKNOWN
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Detailed Report
6229271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2007 6229271 EXPEDITED (15-DAY) N HO CAWYE844214DEC06 54 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric haemorrhage EFFEXOR XR S ORAL  WYETH
Malaise PANTOLOC S  WYETH
Tachycardia NAPROXEN C  UNKNOWN
Melaena ATIVAN C ORAL 0.25 mg daily (1/2 a

tablet) po
 WYETH

Asthenia EFFEXOR XR S  WYETH
Drug interaction EFFEXOR XR S  WYETH
Dizziness PREVACID S ORAL 30 mg qam 30 DAY TAP
Blood calcium increased  
Confusional state  
Drug dose omission  
Drug withdrawal syndrome  
Dyspnoea  
Gastrointestinal haemorrhage  
Haemoglobin decreased  
Headache  
Medication error  
Wrong drug administered  
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Detailed Report
6232698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2007 6232698 DIRECT N OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR XR S ORAL 37.5 MG - 75 MG. - 17.5

MG DAILY PO
 WYETH

Blindness transient  
Clumsiness  
Headache  
Incorrect dose administered  
Middle insomnia  
Night sweats  
Paraesthesia  
Sensory disturbance  
Treatment noncompliance  
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Detailed Report
6232716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2007 6232716 DIRECT N LT,OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S ORAL 37.5 MG DOWN FROM

1 PO
 WYETH AYERST

Aggression  
Anxiety  
Apathy  
Balance disorder  
Bone pain  
Crying  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Eye pain  
Gait disturbance  
Headache  
Hearing impaired  
Irritability  
Nausea  
Neck pain  
Negativism  
Pain  
Pain in extremity  
Paraesthesia  
Suicidal ideation  
Tinnitus  
Vision blurred  
Visual acuity reduced  
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Detailed Report
6237031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2007 6237031 DIRECT Y HO 87 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ORAL 150 MG TID PO  
Blood pressure decreased BENICAR C  
Heart rate irregular HCTZ C  
Asthenia FLAGYL C  
Vision blurred FLOMAX C  

ASPIRIN C  
LIPITOR C  
PLAVIX C  
ZYRTEC C  
PROSCAR C  
POTASSIUM CHLORIDE C  
LASIX C  
SYNTHROID C  
TOPROL XL C  
IMDUR C  
RESTORIL C  

6238723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2007 6238723 EXPEDITED (15-DAY) Y HO,LT DSA_29288_2007 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose LORAZEPAM S 60 MG ONCE  
Mydriasis EFFEXOR XR S ORAL 1875 MG ONCE PO  
Hypotonia ALCOHOL S  
Alcohol poisoning  

Page: 2,272 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6239316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2007 6239316 EXPEDITED (15-DAY) Y HO,LT DSA_29287_2007 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose LORAZEPAM S 50 MG ONCE  
Somnolence EFFEXOR S ORAL 1000 MG ONCE PO  
Feeling drunk CLORAZEPATE DIPOTASSIUM S 300 MG ONCE  

6224327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2007 6224327 EXPEDITED (15-DAY) Y DE DEWYE082409JAN07 < 1 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Umbilical cord around neck VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  WYETH

VENLAFAXINE HYDROCHLORIDE S  WYETH
VENLAFAXINE HYDROCHLORIDE S  WYETH

6228553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2007 6228553 EXPEDITED (15-DAY) Y OT AU-
JNJFOC-20070104674

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polycystic ovaries RISPERDAL S  
Blood testosterone increased EFFEXOR S  
Breast enlargement  
Dizziness  
Galactorrhoea  
Psychotic disorder  
Rash pruritic  
Skin odour abnormal  
Tremor  
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Detailed Report
6228554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2007 6228554 EXPEDITED (15-DAY) Y OT FRWYE568117NOV06 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR S ORAL 200 mg total daily  WYETH
Maternal exposure during pregnancy EFFEXOR S ORAL 150 mg total daily  WYETH
6228558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2007 6228558 EXPEDITED (15-DAY) Y OT NLWYE386529JAN07 45 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paralysis EFFEXOR XR S  WYETH
Asthenia  

6148909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2007 6148909 EXPEDITED (15-DAY) Y HO BEWYE064228SEP06 Unknown BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary fibrosis EFFEXOR S ORAL  WYETH
6221164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2007 6221164 EXPEDITED (15-DAY) Y HO DEWYE954427DEC06 40 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 5 capsules (overdose

amount 750 mg)
1 DAY WYETH

Drug abuser LORMETAZEPAM S ORAL overdose amount 4 mg 1 DAY UNKNOWN
Coordination abnormal LORAZEPAM S ORAL overdose amount 3 mg 1 DAY UNKNOWN
Tachycardia ALCOHOL S ORAL amount unknown 1 DAY UNKNOWN
Dysarthria PIPAMPERONE S ORAL overdose amount 960

mg
1 DAY UNKNOWN

Somnolence  
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Detailed Report
6226288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2007 6226288 EXPEDITED (15-DAY) Y HO ESWYE008103JAN07 13 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen false positive VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

LORMETAZEPAM C ORAL  SCHERING
SEROQUEL C ORAL  UNKNOWN

6229588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Feb-2007 6229588 EXPEDITED (15-DAY) N OT DEWYE626516MAY06 27 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gestational diabetes VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Maternal exposure during pregnancy  

6230696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2007 6230696 EXPEDITED (15-DAY) Y OT GBWYE432530JAN07 Unknown IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL unknown  WYETH
Psychotic disorder ALCOHOL S unknown  UNKNOWN
6230715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2007 6230715 EXPEDITED (15-DAY) Y HO AUWYE504104FEB07 93 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone marrow failure EFFEXOR XR S ORAL unknown  WYETH
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Detailed Report
6216820FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2007 6216820 EXPEDITED (15-DAY) Y DE,HO 2007AC00057 55 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose SEROQUEL S ORAL 5 DAY ZENECA
Completed suicide SEROQUEL S ORAL  ZENECA
Somnolence SEROQUEL S ORAL 1/2 MORNINGS - 1

EVENINGS
1 MTH ZENECA

Toxicity to various agents SEROQUEL S ORAL  ZENECA
Confusional state TRAMADOL HYDROCHLORIDE S  

LORAZEPAM S  
EFFEXOR S  
CELIPROLOL HYDROCHLORIDE S  
PANTOZOL S  
PANTOZOL S  
LORMETAZEPAM C  
LORMETAZEPAM C  

6232079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2007 6232079 EXPEDITED (15-DAY) N OT HQWYE714126JAN07 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 7 DAY WYETH
Epistaxis EFFEXOR XR S ORAL 24 DAY WYETH
Blood pressure increased FLONASE C NASAL 50 mcg 2 squirts each

nostril daily
 

Dizziness ZYRTEC C ORAL  
Insomnia FLEXERIL C ORAL  MERCK SHARP AND

DOHME
Anxiety  
Migraine  
Pain  
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Detailed Report
6232084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2007 6232084 EXPEDITED (15-DAY) Y DE,HO,OT HQWYE982230JAN07 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL overdose amount

unknown
1 DAY WYETH

Somnolence SERTRALINE S ORAL overdose amount
unknown

1 DAY UNKNOWN

Unresponsive to stimuli ATORVASTATIN S ORAL overdose amount
unknown

1 DAY UNKNOWN

Respiratory rate decreased NIFEDIPINE S ORAL overdose amount
unknown

1 DAY UNKNOWN

Bezoar  
Bradycardia  
Drug level increased  
Hypotension  
Loss of consciousness  
Multi-organ failure  
6237619FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2007 6237619 DIRECT N HO,OT 48 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR S 150MG ONCE PER

DAY
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Detailed Report
6188235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2007 6188235 EXPEDITED (15-DAY) HO 2006BL006489 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura CARTEOLOL HYDROCHLORIDE S OPHTHALMIC 1 DROP; DAILY;

OPHTHALMIC
6 MTH

EFFEXOR S ORAL ORAL  
XALATAN S OPHTHALMIC 1 DROP; DAILY;

OPHTHALMIC
6 MTH

HYZAAR S ORAL 1 DOSE FORM; DAILY;
ORAL

 

CELIPROLOL HYDROCHLORIDE S ORAL 200 MILLIGRAMS;
DAILY; ORAL

 

6215824FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2007 6215824 EXPEDITED (15-DAY) Y HO,OT DE-BRISTOL-MYERS
SQUIBB
COMPANY-13638184

35 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ABILIFY S ORAL  
Suicide attempt CITALOPRAM HYDROBROMIDE S ORAL  
Tachycardia VENLAFAXINE HYDROCHLORIDE S ORAL  
Agitation ZYPREXA S ORAL  
Dry mouth  
Gastrointestinal sounds abnormal  
Miosis  
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Detailed Report
6232679FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2007 6232679 EXPEDITED (15-DAY) N DE,CA HQWYE884130JAN07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S OTHER  WYETH
Paternal drugs affecting foetus CLOMID S TRANSPLACENTAL unknown  
Low set ears FLOMAX S OTHER "0.4 daily"  BOEHRINGER INGELHEIM
Anomaly of external ear congenital  
Limb malformation  
Skull malformation  
Umbilical cord abnormality  

6226287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6226287 EXPEDITED (15-DAY) Y HO,OT DEWYE072609JAN07 35 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount

unknown
1 DAY WYETH

Miosis CITALOPRAM HYDROBROMIDE S ORAL overdose amount
unknown

1 DAY

Agitation ZYPREXA S ORAL overdose amount
unknown

1 DAY

Tachycardia ABILIFY S ORAL overdose amount
unknown

1 DAY BRISTOL MYERS SQUIBB

Dry mouth  
Gastrointestinal sounds abnormal  
Suicide attempt  
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Detailed Report
6228898FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6228898 EXPEDITED (15-DAY) Y DE,HO,LT FRWYE284323JAN07 61 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount:

unspec.
1 DAY WYETH

Completed suicide DEROXAT S ORAL overdose amount:
unspec.

1 DAY

Coma MITOTANE S ORAL overdose amount:
unspec.

1 DAY

Livedo reticularis LORAZEPAM S ORAL overdose amount:
unspec.

1 DAY WYETH

Hypoxia BROMAZEPAM S ORAL overdose amount:
unspec.

1 DAY UNKNOWN

Renal failure FLUDROCORTISONE C unknown  UNKNOWN
Increased bronchial secretion DAFALGAN C ORAL unknown  
Infectious pleural effusion UNSPECIFIED INGREDIENT C unknown  
Bacterial infection HYDROCORTISONE C unknown  UNKNOWN
Cardiac arrest  
Haemorrhagic anaemia  
Lung consolidation  
Post procedural haemorrhage  
Procedural complication  
Septic shock  
6229599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6229599 EXPEDITED (15-DAY) Y HO FRWYE340225JAN07 44 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lichenoid keratosis EFFEXOR XR S ORAL  WYETH
Alpha 2 globulin increased PRAVASTATIN S ORAL  BRISTOL MYERS SQUIBB
Blood fibrinogen increased TROXERUTIN C ORAL  
Polymerase chain reaction ATARAX C ORAL  PFIZER
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Detailed Report
6233582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6233582 EXPEDITED (15-DAY) N OT CH-
BAYER-200710738GDS

82 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Injection site haematoma ASPIRIN CARDIO S ORAL  BAYER
Injection site induration ENOXAPARIN SODIUM S SUBCUTANEOUS 55 DAY

VENLAFAXINE HYDROCHLORIDE S ORAL  
HYDROXOCOBALAMIN C SUBCUTANEOUS  

6233586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6233586 EXPEDITED (15-DAY) Y HO DEWYE394129JAN07 62 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Apnoea PIPAMPERONE S ORAL unknown  UNKNOWN
Hepatic failure  
6233925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6233925 EXPEDITED (15-DAY) Y HO GBWYE500102FEB07 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Surgery EFFEXOR XR S ORAL 225 mg frequency

unknown
 WYETH

Abdominal pain  
Nausea  
6233974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6233974 EXPEDITED (15-DAY) DE,HO US-PFIZER
INC-2006148871

61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose NIFEDIPINE S ORAL  
Shock SERTRALINE S ORAL  
Multi-organ failure ATORVASTATIN S ORAL  
Bezoar VENLAFAXINE HYDROCHLORIDE S ORAL  
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Detailed Report
6233989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6233989 EXPEDITED (15-DAY) Y HO FRWYE840504SEP06 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura EFFEXOR S ORAL unknown 20 DAY WYETH
Haemarthrosis XALATAN S SUBCONJUNCTIVA

L
 

BENZALKONIUM CHLORIDE
\CARTEOLOL HYDROCHLORIDE

S SUBCONJUNCTIVA
L

 

HYDROCHLOROTHIAZIDE
\LOSARTAN POTASSIUM

S ORAL  MERCK SHARP AND
DOHME

CELIPROLOL HYDROCHLORIDE S ORAL  UNKNOWN
6234145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6234145 EXPEDITED (15-DAY) N HO,OT US-PFIZER INC-
A123617

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder ZOLOFT S  
Type 2 diabetes mellitus LITHIUM S  
Suicidal ideation NARDIL S ORAL Daily Dose:15MG  
Coordination abnormal PROZAC S  
Bipolar disorder EFFEXOR XR S Daily Dose:375MG  
Pain PAXIL S  
Drug ineffective TRANYLCYPROMINE SULFATE C UNKNOWN  
Weight decreased UNSPECIFIED INGREDIENT C UNKNOWN  
Weight increased EFFEXOR C  
Apathy  
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Detailed Report
6242207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6242207 DIRECT N DS,OT 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Marital problem EFFEXOR S ORAL 225 DAILEY PO  WYETH
Fear  
Feeling abnormal  
Suicidal ideation  
6243952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6243952 EXPEDITED (15-DAY) Y DE 2007-00456 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death CLONAZEPAM S  WATSON

ACETAMINOPHEN S  
VENLAFAXINE HYDROCHLORIDE S  
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Detailed Report
6244221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6244221 EXPEDITED (15-DAY) Y DE,HO,LT DSA_29292_2007 61 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma LORAZEPAM S ORAL DF ONCE PO  
Livedo reticularis EFFEXOR S ORAL DF ONCE PO  
Renal failure BROMAZEPAM S ORAL DF ONCE PO  
Hypoxia DEROXAT S ORAL DF ONCE PO  
Salivary hypersecretion MITOTANE S ORAL DF ONCE PO  
Pleural effusion DAFALGAN C  
Septic shock UNSPECIFIED INGREDIENT C  
Haemorrhagic anaemia HYDROCORTISONE C  
Cardiac arrest FLUDROCORTISONE C  
Bacterial infection  
Completed suicide  
Infectious pleural effusion  
Intentional overdose  
Lung consolidation  

Page: 2,284 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6244640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6244640 EXPEDITED (15-DAY) Y HO GXKR2007ES01255 87 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion CITALOPRAM HYDROBROMIDE S 20 MG, QD  
Asthenia VENLAFAXINE HYDROCHLORIDE S 75 MG, QD  
Weight decreased OMEPRAZOLE S 20 MG, QD  
Drug interaction LOSARTAN POTASSIUM C  
Blood osmolarity decreased CARVEDIOL (CARVEDILOL) C  
Urine osmolarity increased ALLOPURINOL C  

CLOPIDOGREL C  
SIMVASTATIN C  
ISOSORBIDE MONONITRATE C  
TIMOLOL (TIMOLOL) DROPS C  
TEBETANE COMPUESTO
(ALANINE, AMINOACETIC ACID,
GLUTAMIC ACID, PYGEUM
AFRICANUM)

C  

ALPRAZOLAM (ALPRAZOLAM) C  
6246124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2007 6246124 DIRECT Y RI 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea VENLAFAXINE HYDROCHLORIDE S 200 MG QAM 150 MG

PM
 

Vomiting  

6243843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2007 6243843 DIRECT Y OT 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle rigidity EFFEXOR XR S ORAL 37.5 MG. DAILY PO  
Trismus  
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6245813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Feb-2007 6245813 EXPEDITED (15-DAY) Y DE 2007-00546 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death BACLOFEN S  WATSON

NORTRIPTYLINE
HYDROCHLORIDE

S  

VENLAFAXINE S  

6236297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2007 6236297 EXPEDITED (15-DAY) N OT HQWYE846307FEB07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S unknown  WYETH
6236302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2007 6236302 EXPEDITED (15-DAY) Y HO,LT NLWYE538206FEB07 76 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse EFFEXOR XR S  WYETH
Atrioventricular block complete EXELON S 18 DAY

METFORMIN C  UNKNOWN
PANTOZOL C  WYETH
CRESTOR C  ASTRAZENECA
PREDNISONE C  UNKNOWN
ACTONEL C  PROCTER AND GAMBLE
AVANDIA C  
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6236355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2007 6236355 EXPEDITED (15-DAY) N HO HQWYE334103JAN07 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased EFFEXOR XR S ORAL  WYETH
Blood potassium decreased EFFEXOR XR S ORAL  WYETH
Diarrhoea PRASTERONE C "capsules 50 mg/gel 10

mg QD (dermal)"
 UNKNOWN

Heart rate increased ESTROGENS C dose and frequency
unspecified

 UNKNOWN

Fatigue SYNTHROID C  
Asthenia PROGESTERONE C dose and frequency

unspecified
 UNKNOWN

Anxiety  
Condition aggravated  
Decreased appetite  
Dizziness  
Drug withdrawal syndrome  
Eye pain  
Fear  
Feeling abnormal  
Headache  
Nausea  
Palpitations  
Rhinalgia  
Vertigo  
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6248084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2007 6248084 DIRECT N DE,CA Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 75MG ONCE DAILY PO  WYETH
Congenital anomaly  
Hypoplastic left heart syndrome  
Myocardial infarction  
Neonatal multi-organ failure  
Pregnancy  
6249286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2007 6249286 DIRECT N DE 23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  

6237180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2007 6237180 EXPEDITED (15-DAY) Y HO,LT FRWYE466101FEB07 93 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematoma EFFEXOR S ORAL 63 DAY WYETH
Pain in extremity CALCIPARINE S SUBCUTANEOUS 28 DAY SANOFI
Skin warm CORDARONE C ORAL  SANOFI
Oedema peripheral LASIX C ORAL  
Bone pain BISACODYL C ORAL  
Induration INEXIUM C ORAL  ASTRAZENECA
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Detailed Report
6237292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2007 6237292 EXPEDITED (15-DAY) Y HO FRWYE414403NOV06 23 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome EFFEXOR S ORAL not specified 9 DAY WYETH
Alanine aminotransferase increased THERALENE S ORAL 9 DAY
Aspartate aminotransferase increased CYAMEMAZINE S ORAL 9 DAY
Agitation AMISULPRIDE S ORAL  
Aggression AMISULPRIDE S ORAL  
Dehydration  
Delirium  
Dry mouth  
Dry skin  
Hyperreflexia  
Myalgia  
Mydriasis  

6237790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2007 6237790 EXPEDITED (15-DAY) N OT CAWYE320224JAN07 Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome  
Paraesthesia  
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6244564FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2007 6244564 DIRECT N OT 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain EFFEXOR S ORAL ONE TO TWO PER

DAY PO
 

Aggression  
Agitation  
Depression  
Fibromyalgia  
Hallucination, visual  
Stress  
Suicidal ideation  
6245225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2007 6245225 DIRECT Y HO 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia RISPERIDONE S ORAL 0.5MG HS ORAL  
Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL 75MG BID ORAL  
Abasia  
Dysstasia  
Heart rate increased  
Orthostatic hypotension  
6251435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2007 6251435 EXPEDITED (15-DAY) Y DE 2007-00632 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death CLONAZEPAM S  

ESCITALOPRAM OXALATE S  
VENLAFAXINE HYDROCHLORIDE S  
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6253215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2007 6253215 EXPEDITED (15-DAY) N HO 15630 67 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Purpura CARBOPLATIN S  
Pancytopenia TAXOL S  
Neuropathy peripheral EFFEXOR S  
Bone marrow failure  
6253217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2007 6253217 EXPEDITED (15-DAY) Y DE 2007-00640 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest LORAZEPAM S  WATSON

CLONAZEPAM S  WATSON
VENLAFAXINE HYDROCHLORIDE S  

7125900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2007 7125900 EXPEDITED (15-DAY) Y HO,OT CHWYE500002FEB07 82 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL  WYETH
Injection site haematoma CYANOCOBALAMIN C SUBCUTANEOUS  
Injection site induration ASPIRIN S ORAL  BAYER

CLEXANE S SUBCUTANEOUS 55 DAY RHONE POULENC RORER
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6232239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6232239 EXPEDITED (15-DAY) Y HO DEWYE156515JAN07 22 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg per day 4 DAY WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL 7 DAY WYETH
VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg per day  WYETH
VALPROIC ACID C ORAL 600 mg per day 7 DAY UNKNOWN
VALPROIC ACID C ORAL 1500 mg per day  UNKNOWN
LORAZEPAM C ORAL 1 mg per day  WYETH
MIRTAZAPINE C ORAL  UNKNOWN

6235751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6235751 EXPEDITED (15-DAY) Y HO,LT DSA_29242_2007 56 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL DF; ONCE; PO  
Overdose DOXEPIN HYDROCHLORIDE S ORAL DF; ONCE; PO  
Arrhythmia VENLAFAXINE HYDROCHLORIDE S ORAL DF ONCE; PO  
Sopor  
Tachycardia  
6238142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6238142 EXPEDITED (15-DAY) Y OT NLWYE496302FEB07 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease EFFEXOR S unknown  WYETH
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6238367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6238367 EXPEDITED (15-DAY) Y OT NLWYE538306FEB07 41 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced EFFEXOR XR S 26 DAY WYETH
Myalgia EFFEXOR XR S 48 DAY WYETH
Hyperhidrosis FLURAZEPAM C 3 DAY UNKNOWN
Memory impairment FLURAZEPAM C 30 DAY UNKNOWN
Disturbance in attention ZOLPIDEM TARTRATE C  UNKNOWN
Feeling cold  
Oral pain  
Photophobia  
Stomatitis  
Weight decreased  
6238368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6238368 EXPEDITED (15-DAY) Y OT NLWYE538406FEB07 41 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope EFFEXOR XR S  WYETH
Tunnel vision PIPAMPERONE C  UNKNOWN
Visual field defect  
6238370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6238370 EXPEDITED (15-DAY) Y LT,OT NLWYE538506FEB07 58 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic obstructive pulmonary disease EFFEXOR XR S 150 mg every 1578 DAY WYETH
Cough NIFEDIPINE C 30 mg every  UNKNOWN
Productive cough METOPROLOL TARTRATE C 100 mg every  UNKNOWN

SIMVASTATIN C 20 mg every  UNKNOWN
OMEPRAZOLE MAGNESIUM C 20 mg every  
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6238372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6238372 EXPEDITED (15-DAY) N OT HQWYE804106FEB07 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Nausea LIPITOR C ORAL unknown  

LISINOPRIL C ORAL unknown  UNKNOWN
PROTONIX C ORAL  WYETH

6238416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6238416 EXPEDITED (15-DAY) Y HO HQWYE008108FEB07 33 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 150 mg every 10 WEEK WYETH
Aggression  
Elevated mood  
Euphoric mood  
Grandiosity  
Impulsive behaviour  
Insomnia  
Irritability  
Mania  
6238510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6238510 EXPEDITED (15-DAY) Y LT HQWYE910207FEB07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL unknown  WYETH
Arrhythmia METHADONE HYDROCHLORIDE S ORAL unknown  UNKNOWN
Myocardial infarction  
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6252812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2007 6252812 EXPEDITED (15-DAY) Y HO,LT,RI DSA_29350_2007 45 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose DILTIAZEM S ORAL 8.4 G ONCE; PO  
Cardiogenic shock BISOPROLOL S ORAL 560 MG ONCE; PO  
Bradycardia VENLAFAXINE HYDROCHLORIDE S ORAL 2.1 G ONCE; PO  
Respiratory failure ADVIL S ORAL 6 G ONCE; PO  
Cardiac arrest  
Catheter site haemorrhage  
Implant site haemorrhage  

6214216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2007 6214216 EXPEDITED (15-DAY) Y OT HQWYE324118DEC06 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 7 DAY WYETH
Pain KLONOPIN C ORAL 0.125mg unknown

frequency and 1 mg at
night

 ROCHE

Depression KLONOPIN C  ROCHE
Anxiety BACLOFEN C ORAL  UNKNOWN
Suicidal ideation ESTROPIPATE C ORAL  UNKNOWN
Crying CENTRUM SILVER C ORAL unknown  WYETH
Condition aggravated CALTRATE C ORAL unknown  WYETH
Drug withdrawal syndrome PSYLLIUM HYDROPHILIC

MUCILLOID
C ORAL unknown  

Panic attack TYLENOL C ORAL  
Blood pressure increased BENTYL C ORAL  
Formication EFFEXOR XR S ORAL 94 DAY WYETH
Memory impairment EFFEXOR XR S ORAL 22 DAY WYETH
Tremor EFFEXOR XR S ORAL 15 DAY WYETH

ULTRAM S ORAL 100 mg 3-4 times a day  
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6228966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2007 6228966 EXPEDITED (15-DAY) Y DE HQWYE120211JAN07 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR XR S ORAL 75 mg frequency

unspecified
 WYETH

ALCOHOL S frequency unspecified  UNKNOWN
FOSAMAX C  MERCK SHARP AND

DOHME
XANAX C 2 mg 1/2 bid prn  
CRESTOR C  ASTRAZENECA
LYRICA C 50 mg QHS  PFIZER
LISINOPRIL C  UNKNOWN

6255871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Feb-2007 6255871 EXPEDITED (15-DAY) Y DE 2007-154314-NL 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide MIRTAZAPINE S  
Overdose VENLAFAXINE HYDROCHLORIDE S  
Injury  

6232235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2007 6232235 EXPEDITED (15-DAY) Y HO,OT FRWYE132612JAN07 45 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL 150 mg total daily  WYETH
Hypertension EFFEXOR XR S ORAL 225 mg total daily  WYETH
Urinary retention TROPATEPINE HYDROCHLORIDE S ORAL 5 mg; frequency unspec.  
Hydronephrosis LORAZEPAM C ORAL 3 mg total daily  WYETH
Atonic urinary bladder PIPORTIL C ORAL  
Condition aggravated  
Dysuria  
Urinary incontinence  
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6241388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2007 6241388 EXPEDITED (15-DAY) Y DS,OT GBWYE600909FEB07 54 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia EFFEXOR XR S ORAL 1188 DAY WYETH
Drug withdrawal syndrome LEVOTHYROXINE SODIUM C  UNKNOWN
Postmenopausal haemorrhage  
6241390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2007 6241390 EXPEDITED (15-DAY) N DS HQWYE284109FEB07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S 150 mg (frequency

unspecified)
 WYETH

Mood altered EFFEXOR XR S 225 mg (frequency
unspecified)

 WYETH

Aggression  
Condition aggravated  
Depression  
Hostility  
6241391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2007 6241391 EXPEDITED (15-DAY) Y OT GBWYE650613FEB07 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  WYETH
Anger  
Loss of consciousness  
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6252757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2007 6252757 DIRECT N OT 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 75 MG 1 TAB SID PO  WYETH
Communication disorder  
Diarrhoea  
Disorientation  
Disturbance in attention  
Drug withdrawal syndrome  
Electric shock  
Headache  
Hot flush  
Muscle twitching  
Nausea  
Pharyngeal hypoaesthesia  
Vertigo  

6242056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2007 6242056 EXPEDITED (15-DAY) N DS AUWYE720319FEB07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL  WYETH
Condition aggravated EFFEXOR XR S  WYETH
Feeling abnormal  
6242057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2007 6242057 EXPEDITED (15-DAY) N DS AUWYE696216FEB07 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysstasia EFFEXOR XR S ORAL 3 DAY WYETH
Fatigue  
Insomnia  
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6242394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2007 6242394 EXPEDITED (15-DAY) Y HO CAWYE694215FEB07 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Water intoxication VENLAFAXINE HYDROCHLORIDE S  WYETH
6254840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2007 6254840 EXPEDITED (15-DAY) Y OT GXKR2007US01587 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Azoospermia SERTRALINE S 1825 DAY
Infertility male BUPROPION HYDROCHLORIDE S  
Spermatozoa progressive motility decreased VENLAFAXINE S  

6243116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6243116 EXPEDITED (15-DAY) Y HO FRWYE728320FEB07 57 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL 75 mg total daily  WYETH
Blood pressure systolic increased  
Electrocardiogram QT prolonged  
Face injury  
Fall  
6310401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310401 NON-EXPEDITED Y DS HQWYE792601DEC05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Torticollis EFFEXOR S  

NEULACTIL (PERICIAZINE) S  
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6310403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310403 NON-EXPEDITED Y HO,OT HQWYE492523MAR06 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR S  

EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY;
ORAL

 

AMLODIPINE C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

DONEPEZIL HYDROCHLORIDE C  
HYDROMORPHONE
HYDROCHLORIDE

C  

METOPROLOL TARTRATE C  
PRAVACHOL C  
VITAMIN B12 C  
VITAMIN E C  

6310406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310406 NON-EXPEDITED N DE HQWYE598204OCT06 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  
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6310408FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310408 NON-EXPEDITED N OT HQWYE646526OCT06 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 375 MG 1X PER 1 DAY;

ORAL
 

BUSPAR S ORAL 120 MG 1X PER 1 DAY;
ORAL

 

FLUOXETINE S ORAL 40 MG 1X PER 1 DAY;
ORAL

 

KEPPRA S ORAL 500 MG 2X PER 1 DAY;
ORAL

 

WELLBUTRIN S ORAL 450 MG 1X PER 1 DAY;
ORAL

 

6310412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310412 NON-EXPEDITED N HO HQWYE777411APR06 70 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL DOSE AND

FREQUENCY
UNSPECIFIED; ORAL

 

NEURONTIN C  
6310414FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310414 NON-EXPEDITED N OT HQWYE993724FEB06 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL 112.5 MG 1X PER 1

DAY; ORAL
 

UNISOM SLEEPTABS S ORAL INGESTED 10
SLEEPGELS
(OVERDOSE
AMOUNT); ORAL
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6310464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310464 NON-EXPEDITED N OT HQWYE044209NOV06 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR S ORAL 2000 MG 2X PER 1

DAY; ORAL
 

Headache EFFEXOR S ORAL SEE IMAGE 1 WEEK
Drug effect decreased LITHIUM (LITHIUM) C  
Tremor LAMICTAL C  
Irritability MULTIVITAMINS (ASCORBIC

ACID/ERGOCALCIFEROL/FOLIC
ACID/NICOTINAMIDE/
PANTHENOL/RETINOL/
RIBOFLAVIN/THI

C  

Drug withdrawal syndrome  
Nausea  
6310466FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310466 NON-EXPEDITED Y LT HQWYE106525SEP06 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancytopenia EFFEXOR S ORAL 37.5 MG 1X PER 1

DAY; ORAL
 

GLIPIZIDE C  
METFORMIN HYDROCHLORIDE C  
TRIAMTERENE (TRIAMTERENE) C  
OXYBUTYNIN HYDROCHLORIDE
(OXBUTYNIN HYDROCHLORIDE)

C  
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6310469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310469 NON-EXPEDITED Y HO HQWYE162219JUL06 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S OVERDOSE AMOUNT

UNKNOWN
 

Suicide attempt UNSPECIFIED INGREDIENT S OVERDOSE AMOUNT
UNKNOWN

 

6310472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310472 NON-EXPEDITED N DE HQWYE284115DEC06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S 6 DAY

LEXAPRO S 4 WEEK
REMERON S 5 WEEK

6310474FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310474 NON-EXPEDITED Y HO HQWYE300311MAY06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S OPHTHALMIC ORAL  
Confusional state  
Disorientation  
6310475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310475 NON-EXPEDITED N DE HQWYE331313JAN06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S 2 WEEK
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6310478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310478 NON-EXPEDITED N OT HQWYE334310AUG06 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL 225 MG 1X PER 1 DAY;

ORAL
 

EFFEXOR S ORAL "SLOWLY TITRATED
HERSELF OFF THE
THERAPY"; ORAL

 

PAXIL S ORAL 60 MG 1 X PER 1 DAY;
ORAL

 

PAXIL S ORAL "SLOWLY TITRATED
HERSELF OFF THE
THERAPY", ORAL

 

VICODIN C  
TAGMET (CIMETIDINE) C  
ALEVE C  
BENADRYL C  

6310479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6310479 NON-EXPEDITED N HO HQWYE449522MAY06 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S  

PAXIL S ORAL 'AT NIGHT"; ORAL  
PROZAC S  

6353758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6353758 NON-EXPEDITED N HO,OT HQWYE544725MA06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S  
Mania  
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6353773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6353773 NON-EXPEDITED N OT HQWYE940314JUL06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S  
6354524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2007 6354524 NON-EXPEDITED N OT HQWYE165306MAR06 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S  

DESIPRAMINE HYDROCHLORIDE S  
GEODON S  
LITHIUM CARBONATE S  
OLANZAPINE S  
ZOLPIDEM TARTRATE S  

6244188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2007 6244188 EXPEDITED (15-DAY) Y OT HQWYE684114FEB07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S unknown  WYETH
Hostility  
6256012FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2007 6256012 DIRECT Y DE 19 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gun shot wound EFFEXOR XR S ORAL 150MG  PO  
Intentional self-injury  
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6256933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2007 6256933 EXPEDITED (15-DAY) Y CNL-125178-NL 72 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome MIRTAZAPINE S 15 MG/30 MG/45 MG/30

MG/15 MG
5 DAY

VENLAFAXINE HYDROCHLORIDE S 37.5 MG 9 DAY
DONEPEZIL HYDROCHLORIDE S 5 MG  
PIPAMPERONE C  

6245043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2007 6245043 EXPEDITED (15-DAY) Y DE HQWYE170120FEB07 182 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden infant death syndrome EFFEXOR XR S TRANSMAMMARY  WYETH
Exposure during breast feeding EFFEXOR XR S  WYETH

KLONOPIN C unspecified daily then as
needed throughout
pregnancy

 ROCHE

6245304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2007 6245304 EXPEDITED (15-DAY) Y OT HQWYE948116FEB07 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura EFFEXOR XR S ORAL "different strengths

varying from 300 mg to
37.5 mg"

 WYETH

EFFEXOR XR S ORAL  WYETH
SYNTHROID C dose and frequency

unspecified
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6245505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2007 6245505 EXPEDITED (15-DAY) OT US-ROXANE
LABORATORIES,
INC-2007-BP-02427RO

35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility male SERTRALINE S ORAL 5 YR ROXANE
Sperm concentration decreased BUPROPION S ORAL  
Spermatozoa progressive motility abnormal VENLAFAXINE HYDROCHLORIDE S ORAL  
6256992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2007 6256992 DIRECT N RI 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG ONCE DAILY

PO
 WYETH

Dizziness  
Drug withdrawal headache  
Mental impairment  
Nausea  
Pain in extremity  
Restless legs syndrome  

6258901FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2007 6258901 DIRECT N OT 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 37.5 ONCE DAILY PO

ONCE DAILY
12 MTH WYETH

Fatigue  
Feeling abnormal  
Mood swings  
Nausea  
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Detailed Report
4088715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2007 4088715 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0430704A

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy LAMICTAL S ORAL 100MG Per day  GLAXOSMITHKLINE
Drug interaction SEROQUEL S ORAL 100MG Per day  ASTRAZENECA

EFFEXOR S ORAL 150MG Per day 690 DAY WYETH
BIRTH CONTROL PILLS S ORAL  

6204739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2007 6204739 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2006154678

83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia XALATAN S INTRAOCULAR  
Haematoma CARTEOLOL HYDROCHLORIDE S Text:1 g-

Freq:FREQUENCY:
DAILY

 

VENLAFAXINE HYDROCHLORIDE S ORAL  
LOSARTAN POTASSIUM AND
HYDROCHLOROTHIAZIDE

S ORAL Text:1 dose form-
Freq:FREQUENCY:
DAILY

 

CELIPROLOL HYDROCHLORIDE S ORAL Daily Dose:200MG-
Freq:FREQUENCY:
DAILY

 

6245231FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2007 6245231 EXPEDITED (15-DAY) Y OT GBWYE745221FEB07 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blister VENLAFAXINE HYDROCHLORIDE S ORAL 300mg, frequency

unknown
1006 DAY WYETH

Rash ZOPICLONE C ORAL 7.5mg, frequency
unknown

1462 DAY UNKNOWN

Skin ulcer  
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6247598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2007 6247598 EXPEDITED (15-DAY) Y HO GB-
JNJFOC-20070205709

41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective RISPERDAL CONSTA S INTRAMUSCULAR  
Drug interaction VENLAFAXINE S UNKNOWN  
6247716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2007 6247716 NON-EXPEDITED N US-
GLAXOSMITHKLINE-
A0617363A

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention VALTREX S ORAL  GLAXOSMITHKLINE
Drug interaction EFFEXOR S  
6248539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2007 6248539 NON-EXPEDITED Y US-
GLAXOSMITHKLINE-
A0596287A

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin odour abnormal LAMICTAL S ORAL  GLAXOSMITHKLINE

EFFEXOR S UNKNOWN  

6229339FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2007 6229339 EXPEDITED (15-DAY) Y DE,OT CHWYE366226JAN07 19 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL  WYETH
Drug withdrawal syndrome ZYPREXA S ORAL  
Anxiety  
Insomnia  
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6250966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2007 6250966 NON-EXPEDITED N S2006US20873 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash LAMICTAL S ORAL  GLAXOSMITHKLINE

EFFEXOR XR S ORAL  
6251381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2007 6251381 EXPEDITED (15-DAY) Y OT BEWYE774326FEB07 Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR S  WYETH
6251382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2007 6251382 EXPEDITED (15-DAY) Y HO,OT CHWYE594808FEB07 76 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort EFFEXOR S ORAL 1 WEEK WYETH
Hyponatraemia AMLODIPINE C 10 mg per day  UNKNOWN

METOPROLOL SUCCINATE C 50 mg per day  ASTRAZENECA
ZESTORETIC C unknown  ZENECA
LORAZEPAM C ORAL  WYETH

6251745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2007 6251745 EXPEDITED (15-DAY) HO,OT US-
ABBOTT-07P-163-03598
55-00

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome DIVALPROEX SODIUM S Not reported  
Serotonin syndrome VENLAFAXINE HYDROCHLORIDE S Not reported  
Overdose TOPIRAMATE S Not reported  

RISPERIDONE S Not reported  
CARBAMAZEPINE S Not reported  
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6260161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2007 6260161 DIRECT Y Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Anxiety  
Blood pressure increased  
Chills  
Confusional state  
Diarrhoea  
Feeling abnormal  
Feeling cold  
Headache  
Nausea  
Thinking abnormal  
Vomiting  
6325941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Mar-2007 6325941 NON-EXPEDITED N OT 150304USA 73 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome AZILECT S ORAL 0.5 MG (0.5 MG, 1 IN 1

D), ORAL
 

Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG (150 MG, 1 IN 1
D), ORAL

 

Cold sweat LEVODOPA C  
Agitation DIAZEPAM C  
Muscle rigidity DILTIAZEM C  
Confusional state TRAZODONE HYDROCHLORIDE C  

WARFARIN SODIUM C  
METOPROLOL SUCCINATE C  
MIRTAZAPINE C  
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5733618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2007 5733618 EXPEDITED (15-DAY) Y HO,OT HQWYE669418JAN05 42 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive encephalopathy EFFEXOR S ORAL  WYETH
Hypokalaemia EFFEXOR S ORAL  WYETH
Renal failure LITHIUM S ORAL  
Diabetes insipidus LITHIUM S  
Hepatic enzyme increased LORAZEPAM C ORAL  WYETH
Calculus urinary STILNOX C in reserve  
Alanine aminotransferase increased  
Anxiety  
Aspartate aminotransferase increased  
Borrelia test positive  
Convulsion  
Gamma-glutamyltransferase increased  
Hypertensive crisis  
Hypothyroidism  
Migraine  
Nephrogenic diabetes insipidus  
Polycythaemia  
Pulmonary embolism  
Ventricular hypertrophy  
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6236296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2007 6236296 EXPEDITED (15-DAY) Y HO,LT DEWYE570107FEB07 61 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg 9 DAY WYETH
Syncope VENLAFAXINE HYDROCHLORIDE S  WYETH
Nausea MELPERONE HYDROCHLORIDE C ORAL 25 mg 1 DAY
Vomiting HYDROCHLOROTHIAZIDE

\RAMIPRIL
C ORAL 5 mg 5 DAY

Hyponatraemic encephalopathy  
Inappropriate antidiuretic hormone secretion  
Unresponsive to stimuli  
6238420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2007 6238420 EXPEDITED (15-DAY) Y OT AU-
JNJFOC-20070203234

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion TRAMADOL HYDROCHLORIDE S UNKNOWN  

NIZORAL S UNKNOWN  
CAFERGOT S UNKNOWN  
CODEINE PHOSPHATE
\DOXYLAMINE SUCCINATE

S UNKNOWN  

EFFEXOR S UNKNOWN  
ACETAMINOPHEN AND CODEINE S UNKNOWN  
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Detailed Report
6242883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2007 6242883 EXPEDITED (15-DAY) Y HO CHWYE632512FEB07 73 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR S ORAL 7 DAY WYETH
Atrial flutter EFFEXOR S ORAL 2 DAY WYETH
Hypotension EFFEXOR S ORAL 5 DAY WYETH
Chest pain EFFEXOR S ORAL 3 DAY WYETH
Conduction disorder EFFEXOR S ORAL 3 DAY WYETH

TIZANIDINE HYDROCHLORIDE C ORAL  SANDOZ
PANTOZOL C ORAL  WYETH
ALDACTONE C ORAL  

6252154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2007 6252154 EXPEDITED (15-DAY) Y HO FRWYE766823FEB07 50 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL 100 mg total daily  WYETH
Iron deficiency anaemia LEVOTHYROX C ORAL 150 ug; frequency

unspec.
 

Drug interaction ALCOHOL C ORAL overdose amount:
unknown

1 DAY UNKNOWN

Alcohol poisoning RAMIPRIL C ORAL  
Overdose TAHOR C ORAL  

BROMAZEPAM C ORAL  ROCHE
BROMAZEPAM C ORAL overdose amount:

unknown
1 DAY ROCHE

EFFEXOR S ORAL  WYETH
ASPIRIN LYSINE S ORAL  
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Detailed Report
6252315FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Mar-2007 6252315 EXPEDITED (15-DAY) Y HO,LT HQWYE672323FEB07 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR XR S ORAL  WYETH
Maternal exposure during pregnancy EFFEXOR XR S  WYETH
Uterine rupture EFFEXOR XR S  WYETH

ZOLOFT C ORAL  
ZOLOFT C  

6176123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2007 6176123 EXPEDITED (15-DAY) Y HO,OT CHWYE392101NOV06 36 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cystitis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Liver function test abnormal  
Pancreatic enzymes increased  
6228473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2007 6228473 EXPEDITED (15-DAY) Y OT GBWYE092510JAN07 40 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatomegaly EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome EFFEXOR XR S reduced to unknown

dose
 WYETH

Oedema peripheral  
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Detailed Report
6253114FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2007 6253114 EXPEDITED (15-DAY) N OT HQWYE264101MAR07 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL unknown  WYETH
Dizziness EFFEXOR XR S ORAL 2 YR WYETH
Nausea EFFEXOR XR S ORAL  WYETH
Arthralgia EFFEXOR XR S ORAL  WYETH
Confusional state EFFEXOR XR S ORAL  WYETH
Suicidal ideation EFFEXOR XR S ORAL  WYETH
6253192FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2007 6253192 EXPEDITED (15-DAY) Y OT 2007SE00809 55 YR Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction SEROQUEL S ORAL  ZENECA
Blood cholesterol increased SEROQUEL S ORAL  ZENECA
Blood triglycerides increased SEROQUEL S ORAL  ZENECA

SEROQUEL S ORAL  ZENECA
ZYPREXA C 4 MTH
BUSPAR C  
CHLORPROTHIXENE
HYDROCHLORIDE

C  

LYRICA C  
LYRICA C  
VALLERGAN C  
VALLERGAN C  
MELATONIN C  
EFFEXOR C  
EFFEXOR C  
MIANSERIN HYDROCHLORIDE C  
EFFEXOR S  
EFFEXOR S  
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6253421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2007 6253421 EXPEDITED (15-DAY) Y OT DEWYE774526FEB07 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser VENLAFAXINE HYDROCHLORIDE S unknown; patient himself

regularly increased the
dose

 WYETH

Drug dependence  
Intentional overdose  

6253894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2007 6253894 EXPEDITED (15-DAY) Y HO,LT BEWYE809028FEB07 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR S  WYETH
Antidepressant drug level increased  
Loss of consciousness  
6253895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2007 6253895 EXPEDITED (15-DAY) Y DS GBWYE818328FEB07 42 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Joint injury VENLAFAXINE HYDROCHLORIDE S  WYETH
Complex regional pain syndrome PAROXETINE HYDROCHLORIDE C ORAL 14 DAY UNKNOWN

DOTHIEPIN C ORAL 16 DAY UNKNOWN
6266240FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2007 6266240 DIRECT Y OT 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema multiforme EFFEXOR XR S ORAL 37.5MG  ONCE DAILY

PO
 

ABILIFY S ORAL 2 MG   ONCE DAILY
PO
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6057964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2007 6057964 EXPEDITED (15-DAY) Y HO GBWYE623915MAY06 68 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Atrial flutter EFFEXOR XR S ORAL  WYETH
Gastrointestinal haemorrhage EFFEXOR XR S ORAL unknown dose  WYETH
Mood altered RISPERIDONE C ORAL 51 DAY UNKNOWN
6254760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2007 6254760 EXPEDITED (15-DAY) Y DE,HO AUWYE824301MAR07 22 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heat stroke EFFEXOR XR S ORAL  WYETH
Multi-organ failure CLOZAPINE S unknown 1856 DAY UNKNOWN
Disseminated intravascular coagulation AMISULPRIDE S ORAL 200 mg mane  
Hypotension CLOZAPINE S ORAL 500 mg daily, with a

maximum dose of 650
mg daily

30 DAY

6254761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2007 6254761 EXPEDITED (15-DAY) Y OT CHWYE802527FEB07 54 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Schizoaffective disorder EFFEXOR S ORAL 75 to 150 mg per day  WYETH
Condition aggravated EFFEXOR S ORAL  WYETH
Restlessness LAMICTAL C ORAL  
Disorientation METOPROLOL SUCCINATE C ORAL  ASTRAZENECA
Disturbance in attention CLOZAPINE C ORAL  UNKNOWN
Suicidal ideation  
Thinking abnormal  
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Detailed Report
6254762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2007 6254762 EXPEDITED (15-DAY) Y HO DEWYE854102MAR07 34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount 2250

mg
1 DAY WYETH

Fatigue TRIMIPRAMINE MALEATE S ORAL 10 tablets (overdose
amount 1000 mg)

1 DAY UNKNOWN

Gastrointestinal motility disorder LORMETAZEPAM S ORAL overdose amount 20 mg 1 DAY SCHERING
ACETYLSALICYLIC ACID S ORAL 20 tablets (overdose

amount 10000 mg)
1 DAY UNKNOWN

RISPERDAL S ORAL 28 tablets (overdose
amount 28 mg)

1 DAY JANSSEN

6254763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2007 6254763 EXPEDITED (15-DAY) Y HO FRWYE836401MAR07 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 10 DAY WYETH
Abdominal pain  
Arthralgia  
Urticaria chronic  
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Detailed Report
6265142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2007 6265142 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemangioma EFFEXOR XR S ORAL 150 MG  QD  PO  WYETH
Conjunctival haemorrhage EFFEXOR XR S ORAL 75 MG  QD  PO  WYETH
Dizziness  
Headache  
Hypertension  
Nausea  
Nervous system disorder  
Rosacea  
Tachycardia  
Vitreous floaters  

6178663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2007 6178663 EXPEDITED (15-DAY) Y DE CAWYE430206NOV06 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Victim of homicide EFFEXOR XR S  WYETH
6255997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2007 6255997 EXPEDITED (15-DAY) Y DE NLWYE161215JAN07 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S  WYETH
Delirium  
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6256485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2007 6256485 EXPEDITED (15-DAY) Y HO GBWYE818528FEB07 52 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia EFFEXOR XR S ORAL 4 WEEK WYETH
Blood pressure decreased EFFEXOR XR S ORAL  WYETH
Drug interaction EFFEXOR XR S ORAL  WYETH
Heart rate increased  
Paraesthesia  

6044827FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2007 6044827 EXPEDITED (15-DAY) N OT HQWYE135522DEC05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S UNKNOWN unknown  WYETH
Vomiting ZYPREXA S UNKNOWN unknown  
Dehydration ABILIFY S UNKNOWN unknown  BRISTOL MYERS SQUIBB
Weight decreased TEGRETAL S UNKNOWN unknown  NOVARTIS
Ulcer TRILEPTAL S UNKNOWN unknown  NOVARTIS
Hiatus hernia WELLBUTRIN S UNKNOWN unknown  GLAXOSMITHKLINE
Unevaluable event LITHIUM S UNKNOWN unknown  UNKNOWN
Alopecia  
Blood disorder  
Cough  
Diabetes mellitus  
Diarrhoea  
Dizziness  
Drug withdrawal syndrome  
Dysphonia  
Flatulence  
Gastric disorder  
Gastrointestinal disorder  
Headache  
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Detailed Report
6044827
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hearing impaired  
Hypoglycaemia  
Lethargy  
Liver disorder  
Memory impairment  
Nasal congestion  
Nausea  
Nephrolithiasis  
Osteoarthritis  
Pain  
Pancreatic disorder  
Pyrexia  
Renal disorder  
Renal impairment  
Rheumatoid arthritis  
Rhinorrhoea  
Sedation  
Somnolence  
Syncope  
Vision blurred  
Weight increased  
Yellow skin  

Page: 2,322 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6139937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2007 6139937 EXPEDITED (15-DAY) Y HO,OT HQWYE414107SEP06 64 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Major depression VENLAFAXINE HYDROCHLORIDE S 75 mg, frequency

unknown
 WYETH

Drug ineffective MIRTAZAPINE S unknown  UNKNOWN
Parkinson's disease SERTRALINE S unknown  UNKNOWN
Anxiety  
Delusion  
Psychotic disorder  
Restlessness  
6257110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Mar-2007 6257110 EXPEDITED (15-DAY) Y DE HQWYE112127FEB07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction EFFEXOR XR S dose and frequency

unspecified
 WYETH

6189309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2007 6189309 EXPEDITED (15-DAY) Y DS US-ROCHE-473815 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced KLONOPIN S ORAL  ROCHE

EFFEXOR XR S ORAL  
6259143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2007 6259143 EXPEDITED (15-DAY) Y CA DEWYE936108MAR07 21 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Trisomy 18 VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S  WYETH
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6259267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2007 6259267 EXPEDITED (15-DAY) Y OT HQWYE010107MAR07 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 mg up to 225 mg  WYETH
Drug ineffective  
Suicidal ideation  
6259269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2007 6259269 EXPEDITED (15-DAY) N OT HQWYE452102MAR07 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Suicidal ideation EFFEXOR XR S ORAL weaning off  WYETH
Crying  
Nausea  
Paraesthesia  
Tremor  
Vision blurred  
Vomiting  
6268579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2007 6268579 DIRECT 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR S TABLET  DISPENSED

IN AMBER RX VIAL
 WYETH

Circumstance or information capable of leading to
medication error

EFFEXOR XR S CAPSULES
DISPENSED IN AMBER
RX VIAL

 WYETH
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6268708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2007 6268708 DIRECT Y DS,LT,OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Indifference EFFEXOR XR S ORAL 75MG QD PO  WYETH
Apathy  
Asthenia  
Coordination abnormal  
Crying  
Diarrhoea  
Dizziness  
Drug withdrawal syndrome  
Dry mouth  
Fatigue  
Headache  
Hyperhidrosis  
Hypomania  
Increased appetite  
Insomnia  
Irritability  
Lethargy  
Nausea  
Suicidal ideation  
Tachycardia  
Temperature regulation disorder  
Visual impairment  
Weight increased  
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6093146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2007 6093146 EXPEDITED (15-DAY) Y HO,LT,RI B0430470A 72 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metabolic acidosis TRANYLCYPROMINE SULFATE S 30 MG TWICE PER

DAY
 

Rhabdomyolysis VENLAFAXINE HYDROCHLORIDE S 300 MG SINGLE DOSE  
Respiratory failure RISPERIDONE C  
Serotonin syndrome OXAZEPAM C  
Depressed level of consciousness CARBASPIRIN CALCIUM C  
Myoclonic epilepsy VITAMIN B COMPLEX C  
Wrong drug administered  
6229338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2007 6229338 EXPEDITED (15-DAY) Y DE DEWYE396929JAN07 74 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure VENLAFAXINE HYDROCHLORIDE S 300 mg per day  WYETH

ZOPICLONE C 7.5 mg per day  UNKNOWN
ALLOPURINOL C 300 mg per day  UNKNOWN
REMERGIL C 30 mg per day  

6259836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2007 6259836 EXPEDITED (15-DAY) Y HO FRWYE769307DEC06 85 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dementia Alzheimer's type EFFEXOR S ORAL 50 mg total daily 15 DAY WYETH
Confusional state BROMAZEPAM S ORAL unknown  ROCHE
Hyponatraemia SECTRAL C ORAL  ESP PHARMA
Vascular dementia DOLIPRANE C ORAL unknown; on request  

VASTAREL C ORAL unknown  
FOLIC ACID C ORAL  
LEVOTHYROX C ORAL  
ASPIRIN LYSINE C ORAL  
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6259858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2007 6259858 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20070300453

34 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt RISPERDAL S ORAL  
Gastrointestinal hypomotility ASPIRIN S ORAL  
Overdose LORMETAZEPAM S ORAL  
Fatigue VENLAFAXINE HYDROCHLORIDE S ORAL  

TRIMIPRAMINE MALEATE S  
6270557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2007 6270557 EXPEDITED (15-DAY) Y HO GXKR2007FR02097 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy acute VENLAFAXINE HYDROCHLORIDE S ORAL 5.5 G, ORAL  
Ventricular hypokinesia ALPRAZOLAM S ORAL 500 MG, ORAL  
Ventricular dysfunction HYDROXYZINE S ORAL 250 MG, ORAL  
Acute respiratory failure  
Convulsion  
Overdose  
Pulmonary oedema  
Rhabdomyolysis  
Serotonin syndrome  
Sinus tachycardia  
Tachycardia  
Toxicity to various agents  
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6566744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2007 6566744 EXPEDITED (15-DAY) Y HO US-ROXANE
LABORATORIES,
INC-2007-BP-03025RO

87 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion CITALOPRAM S ORAL 20 mg/day  ROXANE
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg/day  
Asthenia LOSARTAN POTASSIUM C ORAL  
Weight decreased OMEPRAZOLE C ORAL  

ALLOPURINOL C ORAL  
CLOPIDROGEL C ORAL  
CARVEDILOL C ORAL  
SIMVASTATIN C ORAL  
ISOSORBIDE MONONITRATE C ORAL  
TIMOLOL OPTHALMIC DROPS C INTRAOCULAR  
TEBETANE C ORAL  
ALPRAZOLAM C ORAL  ROXANE

6205902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2007 6205902 EXPEDITED (15-DAY) Y HO,OT HQWYE644228NOV06 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash erythematous EFFEXOR XR S ORAL  WYETH
Rash pustular EFFEXOR XR S ORAL  WYETH
Oedema peripheral EFFEXOR XR S ORAL  WYETH
Angiopathy HEPARIN C INTRAVENOUS unknown - "flushes"  UNKNOWN
Blood pressure increased GLUCOSE INJECTION C INTRAVENOUS unknown  UNKNOWN
Contusion IBUPROFEN C unknown  UNKNOWN
Scar  

Page: 2,328 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6261138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2007 6261138 EXPEDITED (15-DAY) N OT US-
GLAXOSMITHKLINE-
A0642610A

42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure decreased LAMICTAL S ORAL 100MG Per day  GLAXOSMITHKLINE
Retching EFFEXOR S ORAL 300MG Per day  
Faecal incontinence GINSENG EXTRACT\VITAMINS S ORAL 1CANS Single dose 1 DAY
Electrolyte imbalance SEROQUEL S ORAL 150MG Per day  
Pulse absent UNSPECIFIED INGREDIENT C  
Blood pressure diastolic abnormal  
Injury  
6261186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2007 6261186 EXPEDITED (15-DAY) Y OT DEWYE776326FEB07 45 YR Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vasculitis necrotising VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
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6271590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2007 6271590 DIRECT Y OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 150 MG X 2 DAY PO  
Abnormal dreams  
Anxiety  
Disturbance in attention  
Dizziness  
Drug dependence  
Drug withdrawal syndrome  
Dysgeusia  
Headache  
Impaired work ability  
Lethargy  
Mood altered  
Nausea  
Nervous system disorder  

6262035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2007 6262035 EXPEDITED (15-DAY) Y OT GBWYE948609MAR07 30 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Drug withdrawal syndrome LAMOTRIGINE S unknown  UNKNOWN
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6262115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2007 6262115 EXPEDITED (15-DAY) Y HO FRWYE923507MAR07 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Histiocytosis haematophagic EFFEXOR S ORAL unknown 6 DAY WYETH
Neutropenia PERFALGAN S INTRAVENOUS 4 mg total daily 6 DAY
Leukopenia NICARDIPINE HYDROCHLORIDE S ORAL unknown 6 DAY SANDOZ
Granulocytes maturation arrest INEXIUM S ORAL unknown  ASTRAZENECA
Bone marrow failure ACUPAN S INTRAVENOUS unknown  

LORAZEPAM S ORAL  WYETH
6262117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2007 6262117 EXPEDITED (15-DAY) N OT DEWYE058708JAN07 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage in pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Maternal exposure during pregnancy AMOXICILLIN C unknown 11 DAY UNKNOWN
Dysgeusia FOLIC ACID C  UNKNOWN
Cervical incompetence  
Premature labour  
Tachycardia  
6271363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2007 6271363 DIRECT N 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR XR S ORAL 75MG  DAILY  PO  WYETH
Affect lability  
Anxiety  
Condition aggravated  
Crying  
Depression  
Drug withdrawal syndrome  
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6272821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2007 6272821 DIRECT Y OT 60 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR XR S  
6273037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Mar-2007 6273037 DIRECT N HO 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia AMBIEN S ORAL 1 TABLET AT BEDTIME

PO
 

Somnambulism EFFEXOR S ORAL 1 CAPSULE EVENING
PO

 

Abnormal behaviour  
Abnormal sleep-related event  
Amnesia  
Blood oestrogen decreased  
Crying  
Delirium tremens  
Drug hypersensitivity  
Inappropriate schedule of drug administration  
Incoherent  
Overdose  
Sleep disorder  
Sleep talking  
Speech disorder  
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6224155FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2007 6224155 EXPEDITED (15-DAY) Y DE,CA US-BOEHRINGER
INGELHEIM
PHARMACEUTICALS,
INC.-2007-BP-01207BP

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ear malformation FLOMAX S  BOEHRINGER INGELHEIM
Skull malformation EFFEXOR XR S  
Clubbing  
Limb deformity  
Umbilical cord abnormality  
6263154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2007 6263154 EXPEDITED (15-DAY) Y OT HQWYE828106MAR07 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S ORAL unknown  WYETH
Maternal exposure during pregnancy  
6272780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2007 6272780 DIRECT N OT 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erectile dysfunction EFFEXOR S ORAL 150  PER DAY  PO  
Male orgasmic disorder XANAX C  
Depression LEXAPRO C  
Mania WELLBUTRIN C  
Product quality issue  
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6226055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2007 6226055 EXPEDITED (15-DAY) Y HO,OT US-PFIZER
INC-2007006473

22 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Compartment syndrome GEODON S  
Suicidal ideation GEODON S  
Delirium EFFEXOR S ORAL  
Injury WELLBUTRIN XL S ORAL  

UNSPECIFIED INGREDIENT C  
6264323FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2007 6264323 EXPEDITED (15-DAY) Y HO,OT CHWYE949609MAR07 90 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 28 DAY WYETH
Condition aggravated EFFEXOR S ORAL 5 DAY WYETH
Fall EFFEXOR S ORAL 52 DAY WYETH
Asthenia LISINOPRIL S ORAL  UNKNOWN
Delirium ARICEPT C ORAL  EISAI
Hallucination, visual CYANOCOBALAMIN C SUBCUTANEOUS  

6275801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2007 6275801 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 75MG 2 X''S A DAY  WYETH
Agitation  
Decreased appetite  
Diarrhoea  
Disturbance in attention  
Fatigue  
Paraesthesia  
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6266357FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2007 6266357 EXPEDITED (15-DAY) N HO,LT HQWYE356212MAR07 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction SEROQUEL S unknown  UNKNOWN
Syncope LAMICTAL S unknown  
Pulse absent EFFEXOR XR S ORAL  WYETH
Blood pressure decreased LEVOCARNITINE S ORAL unknown 1 DAY UNKNOWN
Hyperhidrosis GINSENG S ORAL unknown 1 DAY UNKNOWN
Paraesthesia CAFFEINE S ORAL unknown 1 DAY UNKNOWN
Dizziness  
Nausea  
6266670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2007 6266670 EXPEDITED (15-DAY) Y HO,LT HQWYE462213MAR07 38 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 7.5 g overdose amount 1 DAY WYETH
Aggression OXAZEPAM S ORAL overdose amount

unknown
 UNKNOWN

Cardiac arrest  
Loss of consciousness  
Ventricular fibrillation  
Ventricular tachycardia  
6266671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2007 6266671 EXPEDITED (15-DAY) Y HO HQWYE462313MAR07 3 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL overdose amount 187.5

mg
1 DAY WYETH

Accidental exposure to product by child  
Mydriasis  
Psychomotor hyperactivity  
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6276903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2007 6276903 DIRECT Y OT 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ONE DAILY  WYETH
Product quality issue  
6276925FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2007 6276925 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcoholism EFFEXOR XR S ORAL 75 MG SID  PO  WYETH
6276927FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2007 6276927 DIRECT N LT,OT 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 300 MG DAY PO  WYETH
Drug ineffective  
Drug withdrawal syndrome  
Product quality issue  
Suicidal ideation  
6276957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2007 6276957 DIRECT Y OT 90 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura EFFEXOR XR S ORAL 1 CAPSULE   QDAY

PO
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6101201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2007 6101201 EXPEDITED (15-DAY) Y OT GBWYE231218JUL06 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 150mg, frequency

unspecified
 WYETH

Nausea VENLAFAXINE HYDROCHLORIDE S ORAL 37.5mg, frequency
unspecified

 WYETH

Hypervigilance MOMETASONE FUROATE C NASAL unknown  UNKNOWN
Psychomotor hyperactivity SALBUTAMOL C INHALATION unknown  UNKNOWN
Paraesthesia BECLOMETHASONE

DIPROPIONATE
C INHALATION unknown  UNKNOWN

6166272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2007 6166272 EXPEDITED (15-DAY) Y OT GBWYE225113OCT06 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal dreams VENLAFAXINE HYDROCHLORIDE S Unknown  WYETH
Affect lability CITALOPRAM HYDROBROMIDE S ORAL Unknown  
Ageusia MIRTAZAPINE S Unknown  
Agitation PARIET C 25mg, frequency

unspecified
 JANSSEN

Anhidrosis ATENOLOL C Unknown  UNKNOWN
Anhedonia  
Anosmia  
Back pain  
Confusional state  
Decreased appetite  
Diarrhoea  
Dizziness  
Emotional disorder  
Feeling abnormal  
Feeling of body temperature change  
Flat affect  
Hallucination  
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6166272
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache  
Hearing impaired  
Hypoaesthesia  
Influenza like illness  
Insomnia  
Malaise  
Muscle spasms  
Paraesthesia  
Personality change  
Serotonin syndrome  
Somnolence  
Thirst decreased  
Unevaluable event  
Visual acuity reduced  
6233924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2007 6233924 EXPEDITED (15-DAY) Y CHWYE524305FEB07 46 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Drug effect decreased EFFEXOR S ORAL  WYETH
Hallucination, auditory EFFEXOR S ORAL  WYETH
Feeling hot EFFEXOR S  WYETH

DICLOFENAC SODIUM C unknown  
TRAZODONE HYDROCHLORIDE C ORAL 1 YR UNKNOWN
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6267308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2007 6267308 EXPEDITED (15-DAY) Y HO AUWYE964512MAR07 30 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg daily  WYETH
Convulsion TRAMADOL HYDROCHLORIDE S ORAL  
Knee arthroplasty PETHIDINE HYDROCHLORIDE S INTRAVENOUS 1150 mg as necessary 2 DAY UNKNOWN
6267309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2007 6267309 EXPEDITED (15-DAY) Y HO AUWYE964612MAR07 82 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver function test abnormal VENLAFAXINE HYDROCHLORIDE S ORAL 5 DAY WYETH
Cholestasis ESOMEPRAZOLE C ORAL 40 mg daily  UNKNOWN

FERROUS SULFATE C ORAL 325 mg daily  UNKNOWN
PREDNISOLONE C 15 mg daily  UNKNOWN
CALTRATE C ORAL 600 mg daily  WYETH
TEMAZEPAM C ORAL 10 mg daily  UNKNOWN
ERGOCALCIFEROL C ORAL 1000 IU daily  
ATORVASTATIN C ORAL 20 mg daily  UNKNOWN
FELODIPINE C ORAL 10 mg daily  UNKNOWN
PARACETAMOL C ORAL 1 g x 4 times  UNKNOWN
SULFASALAZINE C ORAL 1 g x 3 times  UNKNOWN
RISEDRONATE SODIUM C ORAL 35 mg weekly  UNKNOWN
CLOPIDOGREL C ORAL 75 mg daily  UNKNOWN
FOLIC ACID C ORAL 5 mg daily  UNKNOWN
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6267316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2007 6267316 EXPEDITED (15-DAY) Y OT DEWYE058616MAR07 82 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 281 DAY WYETH
Generalised tonic-clonic seizure POTASSIUM CHLORIDE C ORAL 9 DAY

OLMESARTAN C ORAL  UNKNOWN
IBUPROFEN C ORAL 74 DAY HEXAL
PANTOPRAZOLE SODIUM C ORAL  WYETH
ZOLPIDEM C ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
SEROQUEL S ORAL  UNKNOWN
RISPERDAL S ORAL 17 DAY JANSSEN
RISPERDAL S ORAL 7 DAY JANSSEN
REMERGIL S ORAL  
REMERGIL S ORAL  

6267318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2007 6267318 EXPEDITED (15-DAY) Y HO GBWYE020714MAR07 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Drug interaction RISPERIDONE S INTRAMUSCULAR  UNKNOWN
6267479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Mar-2007 6267479 EXPEDITED (15-DAY) Y HO DEWYE096220MAR07 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Fatigue AMITRIPTYLINE S ORAL 50 tablets (overdose

amount 500 mg)
1 DAY UNKNOWN

Dysarthria  
Movement disorder  
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6268744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6268744 EXPEDITED (15-DAY) Y OT HQWYE472113MAR07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S unknown  WYETH
Insomnia EFFEXOR XR S  WYETH
Psychiatric symptom  
6269206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6269206 EXPEDITED (15-DAY) Y HO CHWYE064116MAR07 70 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypochromic anaemia EFFEXOR S ORAL  WYETH
Pseudopolyposis SINTROM S ORAL 1 Dose every 1 Prn  NOVARTIS
Diverticulum intestinal LORAZEPAM C ORAL  WYETH
Asthenia NORVASC C ORAL  PFIZER
Dyspnoea exertional TENORMIN C ORAL  
Gait disturbance  
Gastrointestinal haemorrhage  
6282060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6282060 DIRECT N HO,DS,LT,OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure CHANTIX S ORAL STARTER PACKAGE 1

PER DAY THEN 2 PO
 PFIZER

Hemiparesis EFFEXOR S ORAL 150 MG PER DAY 1 PR
DAY PO

 

Speech disorder  
6283678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6283678 EXPEDITED (15-DAY) Y DE 2007-01416 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death METHOCARBAMOL S  WATSON

VENLAFAXINE HYDROCHLORIDE S  
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6283724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6283724 EXPEDITED (15-DAY) Y DE 2007-01418 33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DIPHENHYDRAMINE

HYDROCHLORIDE
S  WATSON

VENLAFAXINE HYDROCHLORIDE S  
ASPIRIN S  

6283736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6283736 EXPEDITED (15-DAY) Y DE 2007-01417 21 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest DIAZEPAM S  WATSON

VENLAFAXINE HYDROCHLORIDE S  
METHADONE HYDROCHLORIDE S  

6283738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6283738 EXPEDITED (15-DAY) Y DE 2007-01415 39 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death LORAZEPAM S  WATSON

VENLAFAXINE HYDROCHLORIDE S  
ATROPINE SULFATE
\DIPHENOXYLATE

S  

6283740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6283740 EXPEDITED (15-DAY) Y DE 2007-01414 28 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death GLIPIZIDE S  WATSON

VENLAFAXINE HYDROCHLORIDE S  
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6283838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6283838 EXPEDITED (15-DAY) Y DE 2007-01419 23 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death LORAZEPAM S  WATSON

VENLAFAXINE S  
ZOLPIDEM TARTRATE S  

6284089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6284089 EXPEDITED (15-DAY) Y DE 2007-01408 42 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death CLONAZEPAM S  WATSON

BUPROPION HYDROCHLORIDE S  
VENLAFAXINE HYDROCHLORIDE S  

6284470FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Mar-2007 6284470 EXPEDITED (15-DAY) Y HO DSA_29563_2007 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukopenia LORAZEPAM S ORAL 1 MG Q DAY PO  
Neutropenia EFFEXOR S ORAL DF PO  
Bone marrow failure ACUPAN S INTRAVENOUS DF IV  
Histiocytosis haematophagic INEXIUM S ORAL DF PO  
White blood cell count increased NICARDIPINE S ORAL DF PO  

PERFALGAN S INTRAVENOUS 4MG Q DAY IV  
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6225657FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2007 6225657 EXPEDITED (15-DAY) N OT HQWYE728108JAN07 66 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic failure EFFEXOR XR S ORAL  WYETH
Band neutrophil count increased  
Drug withdrawal syndrome  
Haematuria  
Hepatomegaly  
Lymphocyte count decreased  
Monocyte count decreased  
Neutrophil count increased  
Paraesthesia  
Splenomegaly  
6270331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2007 6270331 EXPEDITED (15-DAY) Y HO,LT HQWYE800115MAR07 52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount 5 g  WYETH
Bundle branch block right  
Cardiotoxicity  
Coma  
Convulsion  
Hyperreflexia  
Hypertonia  
Hypotension  
Mydriasis  
Myoclonus  
Ventricular hypokinesia  
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6270490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2007 6270490 EXPEDITED (15-DAY) N HO FR-ROCHE-487575 65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumothorax NICARDIPINE S ORAL 6 DAY ROCHE
Neutropenia ACUPAN S INTRAVENOUS FORM REPORTED AS

INJECTION. ROUTE
REPORTED AS IV
NOS.

 

LORAZEPAM S ORAL ROUTE REPORTED AS
PER ORAL NOS.

 

EFFEXOR S ORAL ROUTE REPORTED AS
PER ORAL NOS.

6 DAY

INEXIUM S ORAL ROUTE REPORTED AS
PER ORAL NOS.

 

PERFALGAN S INTRAVENOUS ROUTE REPORTED AS
IV NOS.

6 DAY

6270706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2007 6270706 EXPEDITED (15-DAY) Y OT M-09-015 57 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis LAMICTAL S ORAL 300MG per day  GLAXOSMITHKLINE
Renal failure KEPPRA S ORAL 2000MG per day  
Blood creatine phosphokinase increased VENLAFAXINE HYDROCHLORIDE S ORAL 37.5MG per day  
Blood creatinine increased REMERGIL C ORAL 30MG per day  

ASPIRIN C UNKNOWN  GLAXOSMITHKLINE
LORAZEPAM C UNKNOWN  
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6270708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2007 6270708 EXPEDITED (15-DAY) Y DE,CA AUWYE052116MAR07 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart disease congenital EFFEXOR XR S TRANSPLACENTAL  WYETH
Cardiac arrest neonatal  
Death neonatal  
Maternal exposure during pregnancy  
Neonatal respiratory arrest  
6270709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2007 6270709 EXPEDITED (15-DAY) Y OT DEWYE117621MAR07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Concomitant disease progression LEPONEX C  

6202707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2007 6202707 EXPEDITED (15-DAY) Y HO DEWYE643324NOV06 18 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL unknown 1 DAY WYETH
Disorientation DIPHENHYDRAMINE

HYDROCHLORIDE
S ORAL unknown 1 DAY

Dysarthria ABILIFY S ORAL 7 tablets (overdose
amount 70mg))

1 DAY BRISTOL MYERS SQUIBB

Agitation  
Blood potassium decreased  
Coordination abnormal  
Somnolence  
Tachycardia  
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6271420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2007 6271420 EXPEDITED (15-DAY) Y DE,HO DEWYE080319MAR07 68 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alveolitis VENLAFAXINE HYDROCHLORIDE S 150 mg per day  WYETH
Staphylococcal sepsis VENLAFAXINE HYDROCHLORIDE S 150 mg in the morning,

75 mg at noon
 WYETH

Acute respiratory distress syndrome  
Cyanosis  
Heparin-induced thrombocytopenia  
Iliac artery occlusion  
Multi-organ failure  
Necrosis  
Pneumonia  
Renal failure  
6271421FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2007 6271421 EXPEDITED (15-DAY) Y HO DEWYE060116MAR07 79 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction REMERGIL S ORAL 30 mg per day  
Thrombocytopenia REMERGIL S ORAL 15 mg per day 2 DAY
Condition aggravated TAMSULOSIN HYDROCHLORIDE C ORAL 0.4 mg per day  

VENLAFAXINE HYDROCHLORIDE S 75 mg per day  WYETH
VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg per day 7 DAY WYETH
MELPERONE S ORAL 25 mg per day  UNKNOWN

6286919FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2007 6286919 EXPEDITED (15-DAY) Y DE 2007-01462 29 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death VERAPAMIL HYDROCHLORIDE S  WATSON

VENLAFAXINE S  
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6356950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2007 6356950 NON-EXPEDITED N OT HQWYE647113SEP06 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight decreased PROTONIX S ORAL 40 MG 1X PER 1 DAY

ORAL
 

Abdominal pain upper EFFEXOR XR S ORAL SEE IMAGE  
Headache UNSPECIFIED INGREDIENT C  
Drug withdrawal syndrome REGLAN C  
Condition aggravated  
Constipation  
Dizziness  
Myalgia  
Nausea  

6286157FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2007 6286157 DIRECT Y 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oedema peripheral EFFEXOR S ORAL 70MG SR  QD  PO  
Erythema  
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6229600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2007 6229600 EXPEDITED (15-DAY) Y HO FRWYE315324JAN07 44 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL 65 DAY WYETH
General physical health deterioration ABACAVIR S ORAL unknown  UNKNOWN
Cholestasis LAMIVUDINE S ORAL unknown  UNKNOWN
Diarrhoea ALLOPURINOL S ORAL unknown  

ALLOPURINOL S ORAL increased dosage;
unknown

 

KALETRA S ORAL unknown  ABBOTT
NEURONTIN C ORAL unknown  
COLCHICINE C ORAL unknown  
RIVOTRIL C unknown  ROCHE

6252252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2007 6252252 EXPEDITED (15-DAY) Y HO,OT GB-
GLAXOSMITHKLINE-
B0459876A

56 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block first degree LAMICTAL S ORAL  GLAXOSMITHKLINE
Atrial flutter LITHIUM CARBONATE S ORAL  GLAXOSMITHKLINE
Dyspnoea VENLAFAXINE HYDROCHLORIDE S ORAL  
Pyrexia TRYPTOPHAN C 1G Per day  
Heart rate increased  
6274545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2007 6274545 EXPEDITED (15-DAY) Y OT NLWYE060616MAR07 82 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ORAL 4 DAY WYETH
Fall EFFEXOR S ORAL 10 DAY WYETH

EFFEXOR S ORAL 14 DAY WYETH
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6284200FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Mar-2007 6284200 DIRECT Y HO 79 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation VENLAFAXINE HYDROCHLORIDE S ORAL 225MG QHS PO  TEVA

ASPIRIN C  
METOPROLOL SUCCINATE C  
QUETIAPINE C  
MULTI-VIT C  
LORAZEPAM C  
MAALOX C  
MILK OF MAG C  
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5939158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2007 5939158 EXPEDITED (15-DAY) Y HO,OT HQWYE592517NOV05 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Suicidal ideation EFFEXOR XR S ORAL unknown  WYETH
Aggression  
Anxiety  
Confusional state  
Decreased appetite  
Depressed mood  
Fear  
Feeling of despair  
Feelings of worthlessness  
Insomnia  
Mood altered  
Nausea  
Psychomotor hyperactivity  
Speech disorder  
Suicide attempt  
Tearfulness  
6242224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2007 6242224 EXPEDITED (15-DAY) Y OT GBWYE662514FEB07 Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 150 mg (unknown

frequency)
 WYETH

Rash EFFEXOR XR S ORAL 75mg frequency
unknown

 WYETH

CARDURA C unknown  
ABILIFY C unknown  BRISTOL MYERS SQUIBB
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6275811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2007 6275811 EXPEDITED (15-DAY) Y DS SEWYE192626MAR07 46 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aura EFFEXOR S ORAL 121 DAY WYETH
Lip pain PANTOLOC C  WYETH
Dizziness  
Paraesthesia oral  
6275983FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2007 6275983 EXPEDITED (15-DAY) Y OT HQWYE818127MAR07 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  WYETH
Anxiety EFFEXOR XR S  WYETH
Condition aggravated CLONAZEPAM C "low dose"  UNKNOWN
Fatigue CLONAZEPAM C "increased dose to 3

times/day", unknown
dose

 UNKNOWN

Depression  
Myalgia  
Psychomotor hyperactivity  
Rhinorrhoea  
Suicidal ideation  
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6279829FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Mar-2007 6279829 EXPEDITED (15-DAY) Y HO 2007SP000966 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest LUNESTA S ORAL 2 MG; HS; ORAL  
Lethargy KADIAN S ORAL 80 MG; BID; ORAL  
Hypoxia EFFEXOR S ORAL ORAL  
Hypoventilation OXYCODONE HYDROCHLORIDE S  
Chills NORCO C  
Dehydration NEURONTIN C  
Blood glucose increased  
Coma  
Fatigue  
Headache  
Overdose  
Sinus arrhythmia  
White blood cell count increased  

6226389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2007 6226389 EXPEDITED (15-DAY) Y OT HQWYE848118JAN07 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Autoimmune disorder EFFEXOR XR S ORAL  WYETH
Antinuclear antibody increased NEURONTIN C ORAL unknown  
Antimitochondrial antibody positive  
Laboratory test abnormal  
Osteoarthritis  
6277073FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2007 6277073 EXPEDITED (15-DAY) N OT HQWYE752126MAR07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S unknown  WYETH
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6277090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2007 6277090 EXPEDITED (15-DAY) N OT GBWYE203027MAR07 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 mg frequency

unknown
 WYETH

Palpitations  
6277629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2007 6277629 EXPEDITED (15-DAY) Y HO NLWYE222328MAR07 Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal respiratory distress syndrome EFFEXOR XR S TRANSPLACENTAL  WYETH
Hypotonia neonatal  
Maternal exposure during pregnancy  
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6287707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2007 6287707 DIRECT Y OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL 1 DAILY PO 2 YR WYETH
Tachycardia EFFEXOR XR S ORAL 1 DAILY PO  WYETH
Anxiety  
Blood cholesterol increased  
Blood glucose abnormal  
Burning sensation  
Drug dose omission  
Drug withdrawal syndrome  
Headache  
Hypertension  
Impaired work ability  
Insomnia  
Irritability  
Irritable bowel syndrome  
Migraine  
Nausea  
Neuralgia  
Paranoia  
Pruritus  
Pruritus generalised  
Vomiting  
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6242055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2007 6242055 EXPEDITED (15-DAY) N HO,DS AUWYE696116FEB07 59 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Dyskinesia EFFEXOR XR S ORAL  WYETH
Paraesthesia EFFEXOR XR S ORAL 1 WEEK WYETH
Nausea EFFEXOR XR S ORAL  WYETH
Vomiting TEMAZEPAM C ORAL unknown, taken as

required
 WYETH

Emotional disorder PANTOPRAZOLE SODIUM C ORAL unknown  WYETH
Anxiety PANTOPRAZOLE SODIUM C  WYETH
Asthenia  
Disorientation  
Fear  
Headache  
6278079FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2007 6278079 EXPEDITED (15-DAY) Y OT GBWYE234628MAR07 35 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S either on 150mg or

225mg daily
 WYETH

Psychotic disorder EFFEXOR XR S unknown  WYETH
Hallucination, visual  
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6278786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2007 6278786 EXPEDITED (15-DAY) DE US-BOEHRINGER
INGELHEIM GMBH,
GERMANY-2007-
DE-01801GD

41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents CODEINE S  ROXANE
Suicide attempt PARACETAMOL S  
Drug abuser QUETIAPINE S  

CARBAMAZEPINE S  
VENLAFAXINE HYDROCHLORIDE S  

6235010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6235010 EXPEDITED (15-DAY) Y OT HQWYE474105FEB07 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Small for dates baby EFFEXOR XR S TRANSPLACENTAL  WYETH
Poor weight gain neonatal IRON C "tablet daily"  UNKNOWN
Underweight VITAMINS NOS C "tablet daily"  UNKNOWN

NEXIUM C 40 mg two times/day
"only took when needed"

 ASTRAZENECA

RANITIDINE C 300 mg daily "took only
when needed"

 UNKNOWN
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6239241FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6239241 EXPEDITED (15-DAY) N HO HQWYE796106FEB07 81 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gallbladder pain EFFEXOR S ORAL 150 mg in the morning

and 150 mg before bed
 WYETH

Abnormal dreams EFFEXOR S ORAL 75 mg in the morning
and 75 mg before bed

 WYETH

Dry mouth EFFEXOR S ORAL 225 mg frequency
unspecified

 WYETH

Flatulence OSCAL C dose and frequency
unspecified

 

Confusional state  
Dysphagia  
Fall  
Pancreatic disorder  
Tremor  
Unevaluable event  
Yawning  
6259144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6259144 EXPEDITED (15-DAY) Y OT HQWYE276101MAR07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Feeling abnormal EFFEXOR XR S ORAL 3 WEEK WYETH
Fear EFFEXOR XR S ORAL  WYETH
Anxiety EFFEXOR XR S ORAL  WYETH
Hyperhidrosis EFFEXOR XR S ORAL  WYETH
Unevaluable event EFFEXOR XR S ORAL raised the dose  WYETH
Skin discolouration REMERON C  

KLONOPIN C unknown dose at
bedtime

 ROCHE
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6278242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6278242 EXPEDITED (15-DAY) Y OT BEWYE250129MAR07 44 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Petit mal epilepsy EFFEXOR S ORAL 4 DAY WYETH
Generalised tonic-clonic seizure NEXIUM C ORAL 20 mg every  ASTRAZENECA

DORMONOCT C ORAL 2 mg every  
KEPPRA C ORAL 2 g every  UCB
LAMICTAL C ORAL 200 mg every  

6279145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6279145 EXPEDITED (15-DAY) Y HO PHBS2006NZ02622 60 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polyserositis CLOZARIL S ORAL 150 mg, QHS  NOVARTIS
Pulmonary embolism VENLAFAXINE HYDROCHLORIDE S 75 mg/day  
Asthenia  
Atrial fibrillation  
Chest pain  
Confusional state  
Coordination abnormal  
Fatigue  
Influenza like illness  
Nausea  
Pallor  
Pericardial effusion  
Pleural effusion  
Scan adrenal gland abnormal  
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6279531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6279531 EXPEDITED (15-DAY) Y HO,OT HQWYE796227MAR07 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL overdose amount

unknown
1 DAY WYETH

Unresponsive to stimuli OXYCONTIN S ORAL overdose amount
unknown

1 DAY PURDUE

Hypoventilation ALCOHOL S "small amount of beer" 1 DAY UNKNOWN
Chills KADIAN S ORAL overdose amount

unknown
2 DAY

Hypoxia NEURONTIN C unknown  
Fatigue CODEINE C unknown  UNKNOWN
Depressed mood LUNESTA C  SEPRACOR
Dehydration  
Lethargy  
Loss of consciousness  
Sinus arrhythmia  
Vomiting  
6279539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6279539 EXPEDITED (15-DAY) Y HO HQWYE164130MAR07 48 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Schizoaffective disorder VENLAFAXINE HYDROCHLORIDE S  WYETH
Drug screen false positive LORMETAZEPAM C  UNKNOWN
Depression LAMOTRIGINE C  UNKNOWN
Condition aggravated  
Delusion  
Schizophrenia, disorganised type  
Thought broadcasting  
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6279680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6279680 EXPEDITED (15-DAY) N DS,OT HQWYE936227MAR07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S UNKNOWN unknown  WYETH
Agitation  
Anxiety  
Diarrhoea  
Drug dependence  
Nausea  
Paraesthesia  
Tremor  
6279721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6279721 EXPEDITED (15-DAY) Y HO HQWYE480104APR07 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal respiratory distress syndrome EFFEXOR XR S TRANSPLACENTAL  WYETH
Hyperbilirubinaemia neonatal  
Premature baby  
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6279722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6279722 EXPEDITED (15-DAY) Y OT HQWYE982228MAR07 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S unknown  WYETH
Psychiatric symptom EFFEXOR XR S  WYETH
Anhedonia  
Asthenia  
Condition aggravated  
Decreased appetite  
Decreased interest  
Depression  
Insomnia  
Social avoidant behaviour  
6279731FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6279731 EXPEDITED (15-DAY) Y HO HQWYE742121AUG06 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL  WYETH
Placenta praevia  
6333880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6333880 NON-EXPEDITED Y OT 2006113508 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased GEODON S 40 MG (40 MG)  

EFFEXOR XR S  
CYTOMEL C  
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6335717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2007 6335717 NON-EXPEDITED Y OT 2006123180 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lactation disorder GEODON S  

EFFEXOR S  

6234793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2007 6234793 EXPEDITED (15-DAY) Y OT HQWYE928130JAN07 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Placental disorder EFFEXOR XR S ORAL  WYETH
Maternal exposure during pregnancy IRON C "tablet daily"  UNKNOWN
Blood pressure decreased VITAMINS NOS C "tablet daily"  UNKNOWN
Cervix dystocia NEXIUM C 40 mg 2 times/day "only

took when needed"
 ASTRAZENECA

Drug dependence RANITIDINE C 300 mg one time/daily
"only took when needed"

 UNKNOWN

Drug withdrawal syndrome  
6234933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2007 6234933 EXPEDITED (15-DAY) Y OT HQWYE932130JAN07 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Placental disorder EFFEXOR XR S ORAL  WYETH
Maternal exposure during pregnancy EFFEXOR XR S ORAL attempt to taper off

Effexor XR;
unsuccessful and
continued on therapy at
unknown dose

 WYETH

Drug withdrawal syndrome RETINOL C  UNKNOWN
Dependence IRON C ORAL unknown  UNKNOWN
Blood pressure decreased NEXIUM C ORAL 40 mg 2x day "only

when needed"
 ASTRAZENECA

RANITIDINE C ORAL 300 mg daily "only when
needed"

 UNKNOWN
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6280328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2007 6280328 EXPEDITED (15-DAY) N HO HQWYE062129MAR07 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 7 DAY WYETH
Erectile dysfunction EFFEXOR XR S ORAL 7 DAY WYETH
Vision blurred EFFEXOR XR S ORAL 7 DAY WYETH
Abnormal sensation in eye EFFEXOR XR S ORAL 7 DAY WYETH
Chest pain WELLBUTRIN C  GLAXOSMITHKLINE
Asthenia  
Libido decreased  
Mood altered  
6287792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2007 6287792 DIRECT Y 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S ORAL 1 CAPSULE DAILY PO 3 DAY
Abdominal pain upper  
Disorientation  
Lethargy  

6223630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2007 6223630 EXPEDITED (15-DAY) Y 2007-152535-NL 40 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis MIRTAZAPINE S 30 MG QD 30 DAY
Syncope ATORVASTATIN S 10 MG QD 57 DAY
Nausea VENLAFAXINE HYDROCHLORIDE S <1 YEAR  
Diarrhoea QUETIAPINE FUMARATE C  
Pallor GABAPENTIN C  
Dizziness  
Hyperhidrosis  
Presyncope  
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6281863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2007 6281863 EXPEDITED (15-DAY) Y HO DEWYE300702APR07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac autonomic neuropathy VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Vagus nerve disorder KORODIN C  
Asthenia LEVOTHYROXINE SODIUM C 150 ?g  
Cardiovascular function test abnormal  
Diastolic dysfunction  
Pulmonary hypertension  
6281933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Apr-2007 6281933 EXPEDITED (15-DAY) Y HO DEWYE360405APR07 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 35 capsules (overdose

amount 5250 mg)
1 DAY WYETH

Chills  
Dizziness  
Hypotension  
Metal fume fever  
Tachycardia  

6217893FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2007 6217893 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2007002719

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Systemic lupus erythematosus NEURONTIN S ORAL 2 YR
Antimitochondrial antibody positive EFFEXOR S ORAL  
Cognitive disorder EFFEXOR S  
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6262051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2007 6262051 EXPEDITED (15-DAY) Y HO,OT GBWYE948709MAR07 56 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block first degree VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Atrial flutter VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Pyrexia LITHIUM CARBONATE S ORAL  UNKNOWN

LITHIUM CARBONATE S ORAL  UNKNOWN
LAMICTAL S ORAL  
TRYPTOPHAN, L- C  UNKNOWN

6283170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2007 6283170 EXPEDITED (15-DAY) Y HO,OT AUWYE221028MAR07 59 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular tachycardia EFFEXOR XR S ORAL  WYETH
Ventricular fibrillation EFFEXOR XR S ORAL unknown  WYETH
Atrial flutter ZYPREXA C ORAL  
Atrial tachycardia  
6291003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2007 6291003 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 2 150 MG CAPSULES 1

X DAILY PO
 WYETH

Drug dependence  
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6298554FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2007 6298554 EXPEDITED (15-DAY) N OT 2007P1000161 65 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia NICARDIPINE HYDROCHLORIDE S ORAL PO  
Multiple injuries ACUPAN S INTRAVENOUS IV  
Pneumothorax LORAZEPAM S ORAL 1 MG; QD; PO  
Leukopenia VENLAFAXINE S ORAL PO  

ESOMEPRAZOLE MAGNESIUM S ORAL PO  
ACETAMINOPHEN S INTRAVENOUS 1 GM; QD; IV  

6284257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2007 6284257 EXPEDITED (15-DAY) Y HO FRWYE286230MAR07 26 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR XR S ORAL 75 mg total daily 9 DAY WYETH
Aspartate aminotransferase increased RIVOTRIL S ORAL unknown 4 DAY ROCHE
Gamma-glutamyltransferase increased ATARAX S ORAL 4 DAY PFIZER
Hepatosplenomegaly  
6284262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2007 6284262 EXPEDITED (15-DAY) Y OT GBWYE367005APR07 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S  WYETH
Drug withdrawal syndrome  
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6284365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2007 6284365 EXPEDITED (15-DAY) Y HO GBWYE862902MAR07 62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR XR S ORAL 150 mg frequency

unknown
 WYETH

Hypertension EFFEXOR XR S On doses up to 375mg  WYETH
Drug effect decreased EFFEXOR XR S 75mg frequency

unknown
 WYETH

Arachnoid cyst EFFEXOR XR S 150mg frequency
unknown

 WYETH

Bundle branch block right TEMAZEPAM C 20mg frequency
unknown

 UNKNOWN

SIMVASTATIN C 40mg frequency
unknown

 UNKNOWN

CLOPIDOGREL C 75mg frequency
unknown

 UNKNOWN

BENDROFLUMETHIAZIDE C 2.5mg frequency
unknown

 UNKNOWN

6284648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2007 6284648 EXPEDITED (15-DAY) HO FR-ROXANE
LABORATORIES,
INC-2007-BP-04581RO

24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menometrorrhagia LITHIUM CARBONATE S ORAL 4 MTH ROXANE
Hypomania VENLAFAXINE HYDROCHLORIDE S ORAL 4 MTH
Hepatic function abnormal CARBAMAZEPINE S ORAL  
Alopecia DIVALPROEX SODIUM S ORAL  
Therapeutic product ineffective LAMOTRIGINE S  

UNSPECIFIED INGREDIENT C ORAL  
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6285317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2007 6285317 EXPEDITED (15-DAY) N DE,OT GBWYE248129MAR07 29 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Multiple injuries ALCOHOL S unknown  UNKNOWN
Sternal fracture CANNABIS S unknown  UNKNOWN
Splenic rupture ANTIDEPRESSANTS S unknown  UNKNOWN
Alcohol interaction  
Cognitive disorder  
Road traffic accident  
6291856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2007 6291856 DIRECT Y OT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S  WYETH
Drug withdrawal syndrome  
6297453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2007 6297453 EXPEDITED (15-DAY) N HO A0645572A 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry mouth LAMICTAL S ORAL SEE DOSAGE TEXT/

ORAL
 

Coordination abnormal VENLAFAXINE HYDROCHLORIDE S ORAL TWICE PER DAY/ORAL  
Amnesia SEMISODIUM VALPROATE C  
Headache THYROXINE SODIUM C  
Mania HYDROCHLOROTHIAZIDE C  
Visual impairment PANTOPRAZOLE C  

INDOMETHACIN C  
BENZONATATE C  
QUETIAPINE FUMARATE C  
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6244960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2007 6244960 EXPEDITED (15-DAY) Y OT GBWYE662414FEB07 30 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL  WYETH
Mood altered EFFEXOR XR S  WYETH
Dysphoria LITHIUM S 400 mg (unknown

frequency)
 UNKNOWN

Psychiatric symptom LITHIUM S 600mg (unknown
frequency)

 UNKNOWN

Headache OLANZAPINE S  UNKNOWN
Self-injurious ideation  
6259799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2007 6259799 EXPEDITED (15-DAY) Y DS,OT CAWYE926207MAR07 49 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Complex regional pain syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 5 DAY WYETH

NAPROXEN C ORAL 2 tablets BID as needed  UNKNOWN
NAPROXEN C  UNKNOWN

6285134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2007 6285134 EXPEDITED (15-DAY) Y HO FRWYE334403APR07 45 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR S ORAL unknown  WYETH
Fall  
Subdural haematoma  
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6285479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2007 6285479 EXPEDITED (15-DAY) N DS,OT HQWYE278202APR07 Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness EFFEXOR S ORAL  WYETH
Amnesia EFFEXOR XR S ORAL  WYETH
Hypermetropia EFFEXOR XR S ORAL 3 YR WYETH
Condition aggravated BROMAZEPAM C ORAL  UNKNOWN
Goitre  
Optic nerve disorder  
Prostate examination abnormal  
6285821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2007 6285821 EXPEDITED (15-DAY) N HO,OT US-PFIZER
INC-2006058585

36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt NEURONTIN S ORAL  
Depression NEURONTIN S  
Suicidal ideation DILANTIN S ORAL  
Alcohol poisoning OXYCONTIN S  
Generalised tonic-clonic seizure REMERON S  
Intentional overdose EFFEXOR S  
Hypoxia OMEPRAZOLE S  
Hallucination, visual PROZAC S  
Insomnia ALCOHOL S  
Drug ineffective WELLBUTRIN SR C  

LEXAPRO C  
LISINOPRIL C  
HUMALOG C  
LANTUS C  
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6293809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2007 6293809 DIRECT Y HO,LT,OT 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure CHANTIX S ORAL CHANTIX   STARTER

PACK  PO
 

Mental status changes EFFEXOR XR S ORAL EFFEXOR XR 300
ONE QD  PO

 

Aphasia CAFFEINE C  
Drug interaction  

6256493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2007 6256493 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2007015053

60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure CELEBREX S ORAL  
Hallucination CELEBREX S  

EFFEXOR S Daily Dose:75MG  
METFORMIN C  
STARLIX C  
LISINOPRIL C  
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6287105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2007 6287105 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2007027543

56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension CELEBREX S ORAL Text:3 DOSAGE

FORMS-
Freq:INTERVAL:
EVERY DAY

 

VALIUM S ORAL  
PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

S ORAL Text:6 DF-
Freq:INTERVAL:
EVERY DAY

 

CLORAZEPATE DIPOTASSIUM S ORAL  
RISPERDAL S ORAL  
EFFEXOR S ORAL  

6294298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2007 6294298 DIRECT N OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 150 MG 1 PO  WYETH
Drug withdrawal syndrome  
Influenza like illness  
Nausea  
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6331974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Apr-2007 6331974 DIRECT N OT,RI 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR XR S 75MG  
Balance disorder  
Cardiac disorder  
Drug withdrawal syndrome  
Fear  
Impaired driving ability  
Speech disorder  
Thinking abnormal  
Tremor  
Visual impairment  

6275997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2007 6275997 EXPEDITED (15-DAY) Y HO,OT HQWYE340121MAR07 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes EFFEXOR XR S ORAL  WYETH
Aspartate aminotransferase increased MAXIPIME C unknown  BRISTOL MYERS SQUIBB
Alanine aminotransferase increased REMERON C unknown dose at HS  
Tremor OXYCONTIN C  PURDUE
Nervousness PERCOCET C unknown dose as

needed
 

Hallucination AMBIEN C unknown dose at HS  
Pancytopenia ACICLOVIR C unknown  UNKNOWN
Neutropenia VFEND C unknown  PFIZER
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6287448FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2007 6287448 EXPEDITED (15-DAY) Y DS GBWYE091019MAR07 46 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erectile dysfunction EFFEXOR XR S ORAL 75mg, frequency

unknown
 WYETH

Condition aggravated  
Emotional disorder  
6287666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2007 6287666 EXPEDITED (15-DAY) Y OT AUWYE384229JAN07 56 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S ORAL  WYETH
Dizziness EFFEXOR XR S ORAL  WYETH
Dyspnoea ASPIRIN C ORAL 150 mg daily  UNKNOWN
Asthenia VITAMIN D C  UNKNOWN
Lethargy VALPROATE SODIUM C ORAL 1000 mg bd plus 200 mg

nocte
 UNKNOWN

Feeling abnormal  
Sick sinus syndrome  
Supraventricular extrasystoles  
6287863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2007 6287863 EXPEDITED (15-DAY) N HO AUWYE392210APR07 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Insomnia EFFEXOR XR S ORAL  WYETH
Dizziness  
Feeling abnormal  
Nausea  
Paraesthesia  
Piloerection  
Tremor  
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6288185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Apr-2007 6288185 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2007027458

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar disorder ZOLOFT S  
Arrhythmia ZOLOFT S  
Alopecia EFFEXOR S  
Headache MONTELUKAST C  
Abdominal pain upper ALBUTEROL C  
Nervousness PROTONIX C  

6239359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2007 6239359 EXPEDITED (15-DAY) Y OT FRWYE640813FEB07 80 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease EFFEXOR XR S ORAL 4 DAY WYETH
Condition aggravated TAREG C ORAL  NOVARTIS
Fatigue MODOPAR C ORAL  ROCHE
6288270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2007 6288270 EXPEDITED (15-DAY) Y HO,LT DSA_29573_2007 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL 10 MG ONCE PO  
Intentional overdose PARACETAMOL S ORAL 4000 MG ONCE PO  
Mydriasis VENLAFAXINE HYDROCHLORIDE S ORAL 375 MG ONCE PO  
Fatigue  
Somnolence  
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6288612FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2007 6288612 EXPEDITED (15-DAY) Y HO,OT FRWYE414111APR07 55 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL  WYETH
Abnormal behaviour ACEBUTOLOL HYDROCHLORIDE C unknown  UNKNOWN
Drug eruption TAHOR C ORAL unknown  
Drug withdrawal syndrome  
6288618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2007 6288618 EXPEDITED (15-DAY) Y OT DEWYE418611APR07 21 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ectopic pregnancy VENLAFAXINE HYDROCHLORIDE S  WYETH
6296370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2007 6296370 DIRECT N HO 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Influenza like illness EFFEXOR S ORAL 300MG DAILY PO  WYETH
6296641FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2007 6296641 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S ORAL 1    DAILY   PO  WYETH
Vision blurred PAXIL S ORAL 1  DAILY  PO  GLAXOSMITHKLINE
Asthenopia  
Chloropsia  
Discomfort  
Eye movement disorder  
Eye pain  
Nystagmus  
Photophobia  
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6084729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2007 6084729 EXPEDITED (15-DAY) Y OT FR-BRISTOL-MYERS
SQUIBB
COMPANY-13436456

56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lipase increased PRAVASTATIN SODIUM S ORAL 10mg per day from 04-

Dec-2003, increased to
20mg per day on 06-
Sep-2005

 BRISTOL MYERS SQUIBB

Amylase increased EFFEXOR XR S ORAL  
Gastrointestinal disorder TETRABENAZINE S ORAL  
Biliary cyst PREVISCAN C  

DAFLON C  
ACTONEL C  
STILNOX C  
ABUFENE C  
UNSPECIFIED INGREDIENT C  
ACETAMINOPHEN\CAFFEINE
\OPIUM

C  

6289583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2007 6289583 EXPEDITED (15-DAY) Y HO DEWYE184326MAR07 63 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased VENLAFAXINE HYDROCHLORIDE S ORAL 6 DAY WYETH
Blood creatine phosphokinase MB increased VENLAFAXINE HYDROCHLORIDE S ORAL 88 DAY WYETH

METOPROLOL SUCCINATE C ORAL 1.5 tablets 47.5 mg each
per day

 ASTRAZENECA

ATACAND C ORAL 4 mg per day  
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6289930FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2007 6289930 EXPEDITED (15-DAY) N OT DEWYE473916APR07 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine leiomyoma VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Menorrhagia  

5779309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2007 5779309 EXPEDITED (15-DAY) Y HO 2004AP000762 80 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute hepatic failure METFORMIN HYDROCHLORIDE S 500 MG; TID  
Drug interaction CARBAMAZEPINE S 200 MG ; BID  
Hepatotoxicity ATORVASTATIN

(ATORVASTATIN)
S 20 MG ;HS  

Fall VENLAFAXINE S 75 MG; QD  
Dementia ACETAMINOPHEN S 500 MG ; QW  
Confusional state PROCHLORPERAZINE MALEATE C  
Antinuclear antibody positive GLYCERYL TRINITRATE

(GLYCERYL TRINITRATE)
C  

Drug level increased DYPIRIDAMOLE/ASPIRIN SLOW
RELEASE

C  

FELODIPINE C  
ATENOLOL (ATENOLOL) C  
RAMIPRIL C  
PRAXITEN PLIVA (OXAZEPAM)
(OXAZEPAM)

C  
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Detailed Report
6287559FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2007 6287559 EXPEDITED (15-DAY) Y DE S07-CAN-01303-01 44 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thinking abnormal CELEXA S 60 MG  
Completed suicide EFFEXOR XR S 37.5 MG  

CLONAZEPAM C  
DEXTROAMPHETAMINE
SULFATE

C  

6290655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2007 6290655 EXPEDITED (15-DAY) N OT HQWYE180110APR07 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL "2 orange capsules

daily"
 WYETH

Dizziness EFFEXOR XR S ORAL "weaned herself off by
taking 2 orange
capsules every other
day for a few days"

 WYETH

Nausea EFFEXOR XR S ORAL "2 orange capsules
every 3 days"

 WYETH

Headache EFFEXOR XR S ORAL "2 orange capsules
every 4 days"

 WYETH

Homicidal ideation  
Malaise  
Pain  
Unevaluable event  
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Detailed Report
6205947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2007 6205947 EXPEDITED (15-DAY) Y DE HQWYE138104DEC06 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  WYETH
Feeling abnormal SYNTHROID C ORAL 88 mcg daily  
Drug withdrawal syndrome RITALIN SR C ORAL  NOVARTIS
Intentional product misuse FLOVENT C NASAL unknown  GLAXO WELLCOME

NASONEX C unknown  SCHERING PLOUGH
CONCERTA C ORAL 36 mg every morning  
CONCERTA C  
ALBUTEROL C NASAL unknown  UNKNOWN

6282095FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2007 6282095 EXPEDITED (15-DAY) Y GBWYE276130MAR07 59 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence VENLAFAXINE HYDROCHLORIDE S ORAL unknown 24 DAY WYETH
Night sweats VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

ZOLPIDEM TARTRATE S ORAL  
PROPRANOLOL C ORAL  UNKNOWN
AMITRIPTYLINE C ORAL 26 DAY UNKNOWN
AMITRIPTYLINE C  UNKNOWN

Page: 2,381 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6291634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2007 6291634 EXPEDITED (15-DAY) Y HO FRWYE394910APR07 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension EFFEXOR S ORAL 150 mg total daily  WYETH
Fall RISPERDAL S ORAL  JANSSEN
Diarrhoea ACETAMINOPHEN

\PROPOXYPHENE
HYDROCHLORIDE

S ORAL  

Citrobacter infection CLORAZEPATE DIPOTASSIUM S ORAL  
Urinary tract infection bacterial CELEBREX S ORAL  

VALIUM S ORAL  ROCHE
6292109FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2007 6292109 EXPEDITED (15-DAY) Y HO,LT,OT GBWYE468213APR07 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Sepsis PARACETAMOL C unknown  UNKNOWN

CODEINE PHOSPHATE C unknown  
DIHYDROCODEINE BITARTRATE C unknown  UNKNOWN

6292127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2007 6292127 EXPEDITED (15-DAY) Y DE NLWYE434412APR07 84 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity vasculitis EFFEXOR S ORAL 14 DAY WYETH

ENALAPRIL MALEATE C  UNKNOWN
SINEMET C  MERCK SHARP AND

DOHME
ACETYLSALICYLIC ACID C  
LERCANIDIPINE
HYDROCHLORIDE

C  
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Detailed Report
6292387FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2007 6292387 EXPEDITED (15-DAY) Y HO CH-
MERCK-0704CHE00007

85 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphopenia FOSAMAX S ORAL  MERCK
Neutropenia RAMIPRIL S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
CALCIUM CARBONATE C ORAL  
PANTOPRAZOLE SODIUM C ORAL  
LACTULOSE C ORAL  

6298882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Apr-2007 6298882 DIRECT Y OT 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG   HS   PO  TEVA
Drug withdrawal syndrome  
Therapeutic response changed  

6292640FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2007 6292640 EXPEDITED (15-DAY) Y OT HQWYE308211APR07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension EFFEXOR XR S ORAL dose and frequency

unspecified
 WYETH

Headache LITHIUM S dose and frequency
unspecified

 UNKNOWN

QUETIAPINE C dose and frequency
unspecified

 UNKNOWN
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Detailed Report
6292653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2007 6292653 EXPEDITED (15-DAY) N HO US-
JNJFOC-20070402363

70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hip fracture FENTANYL TRANSDERMAL

SYSTEM
S TRANSDERMAL  

Depression DURAGESIC S TRANSDERMAL  
Infection EFFEXOR S ORAL  
Post procedural complication LASIX C ORAL  

NORVASC C ORAL  
TOPRAL C ORAL  
LORAZEPAM C ORAL  
PHENERGAN C ORAL  
POTASSIUM C ORAL  
LORTAB C ORAL  
PERINATAL VITAMIN
REPLACEMENT

C  

6292871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2007 6292871 EXPEDITED (15-DAY) Y HO CHWYE460413APR07 85 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia EFFEXOR S ORAL  WYETH
Lymphopenia RAMIPRIL S ORAL  

FOSAMAX S ORAL  MERCK SHARP AND
DOHME

DUPHALAC C ORAL  
CALCIUM CARBONATE C ORAL  NYCOMED
PANTOZOL C ORAL  WYETH
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Detailed Report
6299966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2007 6299966 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 14 DAYS PO   75

14 DAYS PO
28 DAY WYETH AYERST

6731607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2007 6731607 DIRECT Y RI 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Radius fracture RISPERIDONE S ORAL 1MG TWICE DAILY PO

ESTIMATE 1-2
MONTHS

 

Humerus fracture EFFEXOR S ORAL 150MG ONCE DAILY
PO ESTIMATE
MONTHS TO YEAR-S

 

Procedural hypotension DESFLURANE C  
Cerebrovascular accident PROPOFOL C  
Amnesia FENTANYL C  
Congenital arterial malformation  
Ischaemic stroke  

6253413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2007 6253413 EXPEDITED (15-DAY) N OT NLWYE775926FEB07 32 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL  WYETH
Anorgasmia EFFEXOR XR S ORAL  WYETH
Bulimia nervosa  
Compulsions  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Flat affect  
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Detailed Report
6291107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2007 6291107 EXPEDITED (15-DAY) Y CA HQWYE212511APR07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coarctation of the aorta EFFEXOR XR S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy EFFEXOR XR S  WYETH

VITAMIN B6 C  UNKNOWN
FOLIC ACID C  UNKNOWN
CALCIUM CARBONATE C  UNKNOWN
VITAMIN B12 C  UNKNOWN

6293942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2007 6293942 EXPEDITED (15-DAY) Y OT GBWYE468113APR07 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation VENLAFAXINE HYDROCHLORIDE S 300mg, frequency

unknown
 WYETH

Physical assault PAROXETINE S 20mg, frequency
unknown

 UNKNOWN

Suicidal ideation PAROXETINE S 30mg, frequency
unknown

 UNKNOWN

Anxiety  
Condition aggravated  
Homicidal ideation  
Suicide attempt  
6294331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2007 6294331 EXPEDITED (15-DAY) Y CA AUWYE498720APR07 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cleft palate EFFEXOR XR S TRANSPLACENTAL 150 mg daily  WYETH
Maternal exposure during pregnancy OLANZAPINE S TRANSPLACENTAL 5 mg daily  UNKNOWN

LAMOTRIGINE S TRANSPLACENTAL 200 mg daily  UNKNOWN
LITHIUM CARBONATE S TRANSPLACENTAL 900 mg daily  UNKNOWN
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Detailed Report
6294332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2007 6294332 EXPEDITED (15-DAY) Y HO AUWYE498920APR07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR XR S TRANSPLACENTAL 300 mg daily  WYETH
Crying  
Feeling jittery  
Hyperreflexia  
Hypertonia  
Maternal exposure during pregnancy  
Pyrexia  

6263153FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2007 6263153 EXPEDITED (15-DAY) Y DE,HO FRWYE923807MAR07 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis fulminant EFFEXOR S ORAL 100 mg total daily 8 DAY WYETH
Renal failure TOPALGIC S INTRAVENOUS 200 mg total daily 1 DAY
Atrial fibrillation TOPALGIC S ORAL unknown 10 DAY
Condition aggravated ACETYLCYSTEINE C unknown  UNKNOWN
Renal cyst LASIX C ORAL  
Depressed level of consciousness LIPANTHYL C ORAL  
Encephalopathy TRAMADOL HYDROCHLORIDE

AND ACETAMINOPHEN
C ORAL 1 to 4 tablets total daily  AVENTIS
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Detailed Report
7535458FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2007 7535458 EXPEDITED (15-DAY) Y HO PTWYE288530MAR07 65 YR Female PRT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL  WYETH
Humerus fracture BIPERIDEN LACTATE C INTRAMUSCULAR  UNKNOWN

CALCIUM CARBONATE C ORAL  NYCOMED
TRAMADOL HYDROCHLORIDE C ORAL Unknown  UNKNOWN
DOMPERIDONE C ORAL Unknown  UNKNOWN
NEBIVOLOL HYDROCHLORIDE C ORAL Unknown  UNKNOWN
BIPERIDEN HYDROCHLORIDE C ORAL  UNKNOWN
FLUPHENAZINE C INTRAMUSCULAR Unknown  UNKNOWN
LOSARTAN POTASSIUM AND
HYDROCHLOROTHIAZIDE

S ORAL 50 mg + 12.5 mg  UNKNOWN

6296253FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2007 6296253 EXPEDITED (15-DAY) Y DS HQWYE408124JAN07 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Open angle glaucoma EFFEXOR XR S ORAL  WYETH

BUSPIRONE C  UNKNOWN
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Detailed Report
6244183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2007 6244183 EXPEDITED (15-DAY) N DS HQWYE052208FEB07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impaired work ability EFFEXOR XR S ORAL unknown  WYETH
Apathy  
Cognitive disorder  
Communication disorder  
Coordination abnormal  
Depression  
Distractibility  
Disturbance in attention  
Drug withdrawal syndrome  
Hyperhidrosis  
Impulsive behaviour  
Libido decreased  
Memory impairment  
Nightmare  
Paraesthesia  
Psychomotor skills impaired  
Social avoidant behaviour  
Unevaluable event  
Visual impairment  
Vomiting  
6297151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2007 6297151 EXPEDITED (15-DAY) Y OT CHWYE494719APR07 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal heart rate disorder EFFEXOR S TRANSPLACENTAL 75 - 150 mg per day  WYETH
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Detailed Report
6297238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2007 6297238 EXPEDITED (15-DAY) Y OT HQWYE856415MAR07 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Physical assault EFFEXOR XR S ORAL 5 DAY WYETH
Aggression OMEPRAZOLE C ORAL  UNKNOWN
Amnesia  
6303422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2007 6303422 DIRECT Y OT 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG 1 X DAY PO

TOOK 3 - 75MG PILLS
 TEVA

Abnormal dreams  
Malaise  
6307752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Apr-2007 6307752 EXPEDITED (15-DAY) Y RI B0467481A 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety PAROXETINE HYDROCHLORIDE S SEE IMAGE  
Agitation VENLAFAXINE HYDROCHLORIDE S 300 MG; PER DAY  
Condition aggravated  
General physical health deterioration  
Physical assault  

6254310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2007 6254310 EXPEDITED (15-DAY) Y DEWYE774626FEB07 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erectile dysfunction VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
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Detailed Report
6254312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2007 6254312 EXPEDITED (15-DAY) Y OT DEWYE774726FEB07 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
6289235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2007 6289235 EXPEDITED (15-DAY) Y HO AT-PFIZER
INC-2007027343

50 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal behaviour ZIPRASIDONE S ORAL  
Unevaluable event ALPRAZOLAM S  
Ill-defined disorder HALDOL S  

VENLAFAXINE HYDROCHLORIDE S  
6299406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2007 6299406 EXPEDITED (15-DAY) Y HO,OT HQWYE696619APR07 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S 1 WEEK WYETH
Tremor EFFEXOR XR S "dose increased weekly"  WYETH
Dyskinesia EFFEXOR XR S 2 DAY WYETH
Speech disorder EFFEXOR XR S  WYETH
Electrocardiogram QT prolonged EFFEXOR XR S weaned off 7 DAY WYETH

STRATTERA S 1 WEEK ELI LILLY AND CO
STRATTERA S  ELI LILLY AND CO
STRATTERA S 2 DAY ELI LILLY AND CO
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Detailed Report
6300130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2007 6300130 NON-EXPEDITED N 2006UW05666 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Throat irritation NEXIUM S ORAL  ASTRAZENECA

EFFEXOR S  
DOCUSATE SODIUM S  

6300923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2007 6300923 EXPEDITED (15-DAY) N HO US-
KINGPHARMUSA00001-
K200700490

Unknown CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphopenia ALTACE S ORAL 2.5 mg, qd  KING
Neutropenia EFFEXOR S ORAL 37.5 mg, qd  
Leukopenia FOSAMAX S ORAL 70 mg, qw  

CALCIUM CARBONATE C ORAL 1 DF, qd  
PANTOZOL C ORAL 20 mg, UNK  
LACTULOSE C ORAL 1 DF, qd  
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Detailed Report
6226836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2007 6226836 EXPEDITED (15-DAY) N OT HQWYE092122JAN07 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Amnesia EFFEXOR XR S ORAL  WYETH
Convulsion EFFEXOR XR S ORAL "weaned off" 7 DAY WYETH
Condition aggravated FISH OIL C UNKNOWN unknown  
Disorientation KEPPRA C ORAL  UCB
Vision blurred ACETYLSALICYLIC ACID C ORAL  UNKNOWN
Contusion HYDROCHLOROTHIAZIDE C ORAL  UNKNOWN
Pruritus LAMICTAL C ORAL  
Anxiety  
Clumsiness  
Coordination abnormal  
Drug withdrawal syndrome  
Dysphagia  
Neuropathy peripheral  
Sensory disturbance  
Somnolence  
Unevaluable event  
6244182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2007 6244182 EXPEDITED (15-DAY) Y HO AUWYE636413FEB07 14 YR Male NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting EFFEXOR XR S ORAL 83 DAY WYETH
Blood creatinine increased  
Feeling jittery  
Headache  
Renal impairment  
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Detailed Report
6301629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2007 6301629 EXPEDITED (15-DAY) Y OT AUWYE542327APR07 40 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL  WYETH
Parkinsonism EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL  WYETH
6301711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2007 6301711 EXPEDITED (15-DAY) N OT 2007R031272 33 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety PAROXETINE S UNKNOWN  GLAXOSMITHKLINE
Agitation VENLAFAXINE HYDROCHLORIDE S UNKNOWN 300MG Per day  
Condition aggravated  
Physical assault  
Suicidal ideation  
6306914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2007 6306914 DIRECT N OT 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S ORAL 150MG DAILY PO  
Depersonalisation  
Derealisation  
Drug withdrawal syndrome  
Dyspnoea  
Feeling abnormal  
Weight increased  
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6279729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2007 6279729 EXPEDITED (15-DAY) N DS CAWYE266529MAR07 86 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia EFFEXOR XR S ORAL 75 mg every 1 Tot  WYETH
Activities of daily living impaired  
Disorientation  
Incontinence  
6293196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2007 6293196 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2007028918

52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt CHAMPIX S  
Rash ZYBAN S Text:20 TABLETS  

CLARITIN S Text:15 TABLETS  
EFFEXOR S Text:10 TABLETS  

6302734FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2007 6302734 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20070405991

47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt RISPERDAL S ORAL  
Hypotension ALCOHOL S ORAL  
Somnolence LORAZEPAM S ORAL  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL  

ZOPICLONE S ORAL  
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6303808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2007 6303808 EXPEDITED (15-DAY) Y OT ESWYE518423APR07 71 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Social avoidant behaviour VALPROMIDE C OCCLUSIVE

DRESSING
 

Eye swelling  
Lip swelling  
Oedema mouth  
Oedema peripheral  
6309855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2007 6309855 DIRECT Y HO 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis CHANTIX S ORAL 1 MG BID PO 4 WEEK

EFFEXOR XR S ORAL 37.5 MG QAM PO 1 WEEK
AUGMENTIN C  

6311019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2007 6311019 DIRECT Y OT 90 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR XR S ORAL 37.5MG QDAY PO  

6259279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6259279 EXPEDITED (15-DAY) Y HO,OT DEWYE894206MAR07 29 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction VENLAFAXINE HYDROCHLORIDE S ORAL 225 mg per day  WYETH
Hepatic enzyme increased  
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6301764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6301764 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20070405916

86 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention TOPALGIC S ORAL  
Drug interaction TOPALGIC S ORAL  
Abdominal pain CYAMEMAZINE S ORAL  
Fall SPIRONOLACTONE C ORAL  
Injury GLICLAZIDE C ORAL  
Nausea ASPIRIN LYSINE C ORAL  
Vomiting SERC C ORAL  
Disorientation NICARDIPINE HYDROCHLORIDE C UNKNOWN  
Cardiac murmur DIGOXIN C ORAL  

PRAVASTATIN SODIUM C ORAL  
ISOSORBIDE MONONITRATE C ORAL  
LANTUS C UNKNOWN  
EFFEXOR S ORAL  

6304490FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6304490 EXPEDITED (15-DAY) Y HO AUWYE557201MAY07 22 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hospitalisation EFFEXOR XR S ORAL 225 mg  WYETH
Pancreatitis EFFEXOR XR S ORAL 450mg  WYETH
Blood urine present EFFEXOR XR S ORAL Unknown  WYETH
Malaise  
6304717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6304717 EXPEDITED (15-DAY) N HO HQWYE801524APR07 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 150 mg, frequency not

specified
 WYETH

Hallucination, auditory METHADONE HYDROCHLORIDE S UNKNOWN unknown  UNKNOWN
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6304739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6304739 EXPEDITED (15-DAY) Y HO HQWYE790624APR07 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR S ORAL 150 mg 3 times per day

( overdose amount)
9 DAY WYETH

Head discomfort  
Incorrect dose administered  
Nausea  
6305168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6305168 EXPEDITED (15-DAY) Y OT FRWYE540526APR07 40 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL 28 DAY WYETH

MORPHINE C unknown  UNKNOWN
6305235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6305235 EXPEDITED (15-DAY) N HO,OT US-PFIZER
INC-2007033378

59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety ZOLOFT S  
Depression CHANTIX S  
Pneumonia PAXIL S  
Hypertension NICOTINE S  
Malaise EFFEXOR S  
Drug ineffective SYNTHROID C  
Hypersensitivity MOMETASONE FUROATE C  

SPIRIVA C  
XANAX C  
UNSPECIFIED INGREDIENT C  
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6305331FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6305331 EXPEDITED (15-DAY) HO,OT CH-
ABBOTT-07P-151-03659
59-00

41 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania VALPROATE SODIUM S  
Serotonin syndrome VALPROATE SODIUM S  

VALPROATE SODIUM S  
VENLAFAXINE HYDROCHLORIDE S  
VENLAFAXINE HYDROCHLORIDE S  
LITHIUM CARBONATE S  
LITHIUM SULFATE C  
LITHIUM SULFATE C Not reported  
OLANZAPINE C  
CLONAZEPAM C  

6309501FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6309501 DIRECT Y HO 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion VENLAFAXINE HYDROCHLORIDE S ORAL 150 MG BID PO  
6310514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6310514 DIRECT Y 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vertigo EFFEXOR XR S ORAL 37.5 MG  DAILY  PO 18 MTH WYETH

LEXVOXYL C  
AVALIDE C  
IBUPROFEN C  
MULTI-VITAMIN C  
MAGNESIUM C  
ECOTRIN C  
OSCAL D C  
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6310633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 6310633 DIRECT Y HO 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion VENLAFAXINE HYDROCHLORIDE S 150 MG BID  

METFORMIN HYDROCHLORIDE C  
GLUCAGON (EMERGENCY KIT) C  
LISINOPRIL C  
INSULIN NPH HUMAN 100 UNIT/
ML NOVOLIN N

C  

DILANTIN C  
SIMVASTATIN C  
RISPERIDONE C  
ASPIRIN C  
INSULIN REG HUMAN 100 UNIT/
ML NOVOLIN R

C  

BUSPIRONE HYDROCHLORIDE C  
MIRTAZAPINE C  
MULTIVITAMIN/MINERALS
THERAPEUT

C  

RANITIDINE HYDROCHLORIDE C  
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7887749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-May-2007 7887749 EXPEDITED (15-DAY) N HO,OT HQWYE858826APR07 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL  WYETH
Psychotic disorder ADDERALL S unknown  
Aggression  
Blood pressure increased  
Disturbance in attention  
Drug effect decreased  
Feeling abnormal  
Heart rate increased  
Hypersomnia  
Incoherent  
Irritability  
Mania  
Memory impairment  
Paranoia  
Thinking abnormal  
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6291106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2007 6291106 EXPEDITED (15-DAY) Y HO HQWYE084210APR07 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount was

5.5 g
 WYETH

Convulsion ALPRAZOLAM S ORAL overdose amount was
500 mg

 UNKNOWN

Serotonin syndrome HYDROXYZINE S ORAL overdose amount was
250 mg

 UNKNOWN

Acute left ventricular failure  
Pulmonary oedema  
Respiratory failure  
Rhabdomyolysis  
Suicide attempt  
Toxicity to various agents  

6106956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2007 6106956 EXPEDITED (15-DAY) Y LT,OT CHWYE753020JUN06 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic lymphocytic leukaemia EFFEXOR S ORAL  WYETH
Leukocytosis LORAZEPAM C  WYETH
6302336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2007 6302336 EXPEDITED (15-DAY) Y HO AUWYE549030APR07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Testicular pain EFFEXOR XR S ORAL  WYETH
Urinary incontinence PRAZOSIN S  UNKNOWN
Dizziness SAW PALMETTO STANDARDIZED C  
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6306703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2007 6306703 EXPEDITED (15-DAY) Y HO GBWYE303502APR07 73 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis necrotising VENLAFAXINE HYDROCHLORIDE S ORAL 225 mg daily  WYETH
Depression VENLAFAXINE HYDROCHLORIDE S ORAL 262.5 mg daily 96 DAY WYETH
Condition aggravated VENLAFAXINE HYDROCHLORIDE S ORAL 300 mg daily 63 DAY WYETH
Drug effect decreased VENLAFAXINE HYDROCHLORIDE S unknown  WYETH

OLANZAPINE C ORAL 5 mg morning and 10
mg evening

 UNKNOWN

OLANZAPINE C  UNKNOWN
6306801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2007 6306801 EXPEDITED (15-DAY) N HO ZAWYE569402MAY07 46 YR Male ZAF

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Salivary gland calculus EFFEXOR XR S ORAL 300mg daily  WYETH
Anxiety RISPERDAL S  JANSSEN
Dry mouth  
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6306832FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2007 6306832 EXPEDITED (15-DAY) Y HO FRWYE574703MAY07 86 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 100 mg total daily  WYETH
Fall ALDACTAZINE C ORAL unknown  
Head injury GLICLAZIDE C ORAL unknown  
Nausea LANTUS C unknown  AVENTIS
Vomiting SERC C ORAL unknown  SOLVAY
Urinary retention NICARDIPINE HYDROCHLORIDE C unknown  SANDOZ
Inflammation DIGOXIN C ORAL unknown  PROCTER AND GAMBLE
Disorientation PRAVASTATIN SODIUM C ORAL unknown  
Cardiac murmur ISOSORBIDE MONONITRATE C ORAL unknown  
Carotid bruit ASPIRIN LYSINE C ORAL unknown  

CYAMEMAZINE S ORAL 10 doses total daily  
TOPALGIC S ORAL  

6306903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2007 6306903 EXPEDITED (15-DAY) Y OT AUWYE589707MAY07 55 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema VENLAFAXINE HYDROCHLORIDE S unknown  WYETH

OLANZAPINE C ORAL 2.5 mg daily  UNKNOWN
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6129736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2007 6129736 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20060902486

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ASPIRIN S ORAL  
Intentional overdose BUSPIRONE S ORAL  
Vomiting EFFEXOR XR S ORAL  
Acidosis  
Cardiac arrest  
Haemodialysis  
Heart rate increased  
Loss of consciousness  
6305055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2007 6305055 EXPEDITED (15-DAY) Y OT AUWYE561102MAY07 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL  WYETH
Suicidal ideation MEBEVERINE HYDROCHLORIDE C ORAL  ALPHAPHARM
Drug effect decreased XANAX C ORAL 1 mg daily as needed  

NEXIUM C ORAL  ASTRAZENECA
EFFEXOR XR S ORAL  WYETH
ZOPICLONE S ORAL  

6307568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2007 6307568 EXPEDITED (15-DAY) N OT AUWYE581804MAY07 45 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine with aura EFFEXOR XR S ORAL 150 mg, frequency

unknown
 WYETH

Headache  
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6307817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2007 6307817 EXPEDITED (15-DAY) N DE,OT B0469800A 31 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death RANITIDINE S ORAL 150MG Per day  GLAXOSMITHKLINE
Lower respiratory tract infection CLOZARIL S ORAL 275MG Per day  
Malaise VENLAFAXINE HYDROCHLORIDE S ORAL 225MG Per day  
Myalgia BECLOMETHASONE

DIPROPIONATE
C INHALATION  GLAXOSMITHKLINE

Pleurisy DIHYDROCODEINE C ORAL  
Pneumonia SALBUTAMOL C INHALATION  GLAXOSMITHKLINE
White blood cell count increased ANTIBIOTIC C  
Neutrophil count increased  
6307937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2007 6307937 EXPEDITED (15-DAY) Y DE,OT GBWYE580903MAY07 31 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Lower respiratory tract infection CLOZARIL S ORAL  SANDOZ
Myalgia RANITIDINE S ORAL  UNKNOWN
Pneumonia SALBUTAMOL C INHALATION  UNKNOWN
Malaise BECLOMETHASONE

DIPROPIONATE
C INHALATION  UNKNOWN

Pleurisy DIHYDROCODEINE C ORAL unknown  UNKNOWN
6307966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2007 6307966 EXPEDITED (15-DAY) Y DE,HO US-
JNJFOC-20060902479

32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ASPIRIN S ORAL  
Overdose BUPROPION S ORAL  
Acidosis VENLAFAXINE HYDROCHLORIDE S ORAL  
Convulsion  
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6272918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2007 6272918 EXPEDITED (15-DAY) Y OT DEWYE083119MAR07 38 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg per day 30 DAY WYETH
Accommodation disorder VENLAFAXINE HYDROCHLORIDE S  WYETH
Headache ZOPICLONE C ORAL 7.5 mg daily 64 DAY UNKNOWN
Dry eye  
6287551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-May-2007 6287551 EXPEDITED (15-DAY) Y OT HQWYE434103APR07 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pituitary tumour benign EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome STRATTERA C UNKNOWN "60" twice daily  ELI LILLY AND CO
Blood luteinising hormone decreased  
Blood testosterone decreased  

6309625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2007 6309625 EXPEDITED (15-DAY) Y OT HQWYE945302MAY07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute coronary syndrome EFFEXOR XR S dose and frequency

unspecified
 WYETH
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6309904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2007 6309904 EXPEDITED (15-DAY) Y OT US-
ASTRAZENECA-2007U
W09625

48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachypnoea SEROQUEL S ORAL STARTER PACK  ZENECA
General symptom SEROQUEL S ORAL IN 200+100 DOSES  ZENECA
Agitation SEROQUEL S ORAL 4 DAY ZENECA
Tachycardia EFFEXOR S 2 YR
Asthenia  
Tremor  
6310057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2007 6310057 EXPEDITED (15-DAY) Y DS,CA,OT HQWYE536222MAR07 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 596 DAY WYETH
Fall BUSPAR C UNKNOWN  ASTRAZENECA
Loss of consciousness PAXIL CR C UNKNOWN 37.5 mg, frequency not

specified
 

6310103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2007 6310103 EXPEDITED (15-DAY) Y OT HQWYE945502MAY07 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 75 mg frequency

unspecified
 WYETH

Intentional product misuse  
Major depression  
Suicide attempt  
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6311135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-May-2007 6311135 EXPEDITED (15-DAY) 233173K07USA 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity REBIF S SUBCUTANEOUS SEE IMAGE  
Kidney infection EFFEXOR S  
Feeling jittery LORAZEPAM C  
Nausea NADOLOL C  
Dyspnoea  
Formication  
Headache  

6186104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2007 6186104 EXPEDITED (15-DAY) Y DE,HO 2006140937 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt BENADRYL S  
Loss of consciousness ABILIFY S  
Toxicologic test abnormal EFFEXOR S  
Myocardial infarction CLONAZEPAM S  
Electrocardiogram T wave inversion UNISOM SLEEPTABS S  
Blood pH decreased PHENCYCLIDINE S  
Aspiration ACTIVATED CHARCOAL S  
Arrhythmia  
Cardio-respiratory arrest  
Lung infiltration  
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6311218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2007 6311218 EXPEDITED (15-DAY) Y HO HQWYE118810MAY07 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL  WYETH
Dizziness EFFEXOR XR S ORAL "weaned off"  WYETH
Drug ineffective for unapproved indication  
Irritability  
Nausea  
Weight increased  

6281026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2007 6281026 EXPEDITED (15-DAY) Y HO DEWYE320203APR07 29 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 120 capsules (overdose

amount 12750 mg)
1 DAY WYETH

Somnolence ZIPRASIDONE HYDROCHLORIDE S ORAL unknown overdose
amount

1 DAY PFIZER

Tachycardia IBUPROFEN S ORAL 10 tablets (overdose
amount 4000 mg)

1 DAY UNKNOWN

Confusional state AMISULPRIDE S ORAL 50 tablets (overdose
amount 20000 mg)

1 DAY UNKNOWN

Gastrointestinal sounds abnormal PROMETHAZINE S ORAL 10 tablets (overdose
amount 250 mg)

1 DAY BAYER

Blood creatine phosphokinase increased  
Disturbance in attention  
Electrocardiogram abnormal  
Hepatic enzyme increased  
Polyuria  
Renal failure  
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6312223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2007 6312223 EXPEDITED (15-DAY) Y HO FRWYE608809MAY07 85 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL 75 mg total daily 21 DAY WYETH
Jaundice DAFALGAN S ORAL 21 DAY
Chromaturia OMIX C ORAL  
Faeces discoloured OXAZEPAM C ORAL  WYETH
Hepatic enzyme increased NEURONTIN C ORAL  
Cholelithiasis SPASFON C ORAL  
6312752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2007 6312752 EXPEDITED (15-DAY) Y HO FRWYE595807MAY07 41 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agranulocytosis EFFEXOR XR S ORAL 75 mg total daily 11 DAY WYETH
Ear infection PREDNISOLONE C ORAL  
Granulocytes maturation arrest NEORAL C ORAL  SANDOZ
Pharyngitis DAFALGAN C unknown  
Rhinitis CELLCEPT C ORAL  ROCHE
Pyrexia CELLCEPT C ORAL  ROCHE

CELLCEPT C ORAL  ROCHE
LANSOPRAZOLE C ORAL unknown  
FOLIC ACID C ORAL unknown  
SECTRAL C ORAL  ESP PHARMA
LESCOL C ORAL  SANDOZ
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6322437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2007 6322437 EXPEDITED (15-DAY) Y DE,OT 2007RR-07347 31 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lower respiratory tract infection RANITIDINE S ORAL 150 MG, QD, ORAL  
Pneumonia CLOZARIL S ORAL 275 MG, QD, ORAL  
Pleurisy VENLAFAXINE S ORAL 225 MG, QD, ORAL  
Malaise BECLOMETHASONE

DIPROPIONATE
C  

Myalgia DIHYDROCODEINE C  
SALBUTAMOL (SALBUTAMOL) C  

6183418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2007 6183418 EXPEDITED (15-DAY) Y HO 2006-150405-NL 54 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase increased MIRTAZAPINE S ORAL SEE IMAGE 1 DAY
Alanine aminotransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE 3 WEEK
Gamma-glutamyltransferase increased  
Glutamate dehydrogenase increased  
6313516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2007 6313516 EXPEDITED (15-DAY) Y OT HQWYE040007MAY07 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis EFFEXOR XR S ORAL  WYETH

NAMENDA C unknown  
ARICEPT C unknown  EISAI

6265308FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2007 6265308 EXPEDITED (15-DAY) Y OT DEWYE034115MAR07 59 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maculopathy VENLAFAXINE HYDROCHLORIDE S unknown dose regimen  WYETH
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6314418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2007 6314418 EXPEDITED (15-DAY) Y OT GBWYE604608MAY07 Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 225mg, frequency

unknown
 WYETH

Drug interaction MORPHINE C unknown  UNKNOWN
LYRICA S unknown (low dose)  PFIZER

6314864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2007 6314864 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2007015731

57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Major depression NEURONTIN S  
Obsessive-compulsive disorder EFFEXOR S  
Panic disorder ZOCOR C  
Vision blurred BUSPAR C  
Visual impairment KLONOPIN C  
Arthralgia CELEXA C  
Anxiety  
Blood testosterone decreased  
Irritability  
Libido decreased  
Pain  
6318279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-May-2007 6318279 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dehydration EFFEXOR S 1 1/2 - 75MG DAILY 13 YR WYETH
Tooth loss  
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6315354FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2007 6315354 EXPEDITED (15-DAY) Y HO FRWYE665616MAY07 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subdural haematoma EFFEXOR S ORAL unknown  WYETH
Fall IBUPROFEN S ORAL unknown  
Bone pain SERC C ORAL unknown  SOLVAY
Neck pain ALENDRONATE SODIUM C ORAL unknown  MERCK SHARP AND

DOHME
Back pain BROMAZEPAM C ORAL unknown  ROCHE
Disorientation  
General physical condition abnormal  
Haematoma  
Malaise  
Psychomotor retardation  
Rhabdomyolysis  
6315418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2007 6315418 EXPEDITED (15-DAY) Y OT HQWYE144511MAY07 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Drug effect decreased GEODON S ORAL unknown dose pm  PFIZER
Mental disorder CLONAZEPAM C ORAL unknown  UNKNOWN
Depression  
Drug withdrawal syndrome  
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6315797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2007 6315797 EXPEDITED (15-DAY) N HO AUWYE647315MAY07 44 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR XR S ORAL  WYETH
Gastric disorder EFFEXOR XR S ORAL  WYETH
Myalgia EFFEXOR XR S ORAL  WYETH
Agitation  
Confusional state  
Dizziness  
Dyspepsia  
6318579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2007 6318579 DIRECT N OT 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual impairment EFFEXOR S  
Amnesia  
Fall  
Gait deviation  
Musculoskeletal stiffness  
6428579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2007 6428579 DIRECT Y RI 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Therapeutic response changed BUPROPRION S ORAL 300MGS 300MG QD

P.O.
 TEVA

EFFEXOR XR S  
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6266783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2007 6266783 EXPEDITED (15-DAY) N HO HQWYE364112MAR07 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL  WYETH
Drug ineffective EFFEXOR XR S ORAL  WYETH
Dysstasia EFFEXOR XR S ORAL  WYETH
Tremor EFFEXOR XR S  WYETH
Dizziness EFFEXOR XR S ORAL  WYETH
Abnormal dreams EFFEXOR XR S ORAL  WYETH
Dry mouth EFFEXOR XR S  WYETH
Hyperhidrosis EFFEXOR XR S ORAL  WYETH
Headache DIOVAN C 80 mg in the morning  NOVARTIS
Loss of consciousness CALCIUM CHLORIDE C dose and frequency

unspecified
 UNKNOWN

Constipation TYLENOL C 1000 mg in am and pm  
Somnolence SIMVASTATIN C 20 mg frequency

unspecified
 UNKNOWN

6286548FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2007 6286548 EXPEDITED (15-DAY) Y HO DEWYE394710APR07 80 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 20 capsules (overdose

amount 1500 mg)
1 DAY WYETH

Somnolence LORAZEPAM S ORAL 100 tablets (overdose
amount unknown)

1 DAY WYETH

Gastrointestinal sounds abnormal TAMSULOSIN HYDROCHLORIDE S ORAL 20 tablets (overdose
amount 8mg)

1 DAY UNKNOWN

Hypotension  
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6316529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2007 6316529 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20070503655

20 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser RISPERDAL S ORAL  

LORAZEPAM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6316867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2007 6316867 EXPEDITED (15-DAY) Y HO,OT HQWYE146411MAY07 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal behaviour EFFEXOR XR S ORAL 20 DAY WYETH
Physical assault CLONAZEPAM C ORAL unknown  UNKNOWN
Social avoidant behaviour EFFEXOR XR S ORAL  WYETH
Alcohol interaction ALCOHOL S ORAL unknown  UNKNOWN
Intentional product misuse  
Suicidal ideation  
6320198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2007 6320198 DIRECT Y LT 3 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms EFFEXOR XR S ORAL 150 ONCE/D PO  
Neonatal disorder WELLBUTRIN S ORAL 150 ONCE/D PO  
Maternal exposure during pregnancy  
No therapeutic response  
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6320904FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2007 6320904 DIRECT Y LT 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR S ORAL 37.5 MG AT BEDTIME

PO  (ONE DOSE)
 

Blood pressure decreased  
Depressed level of consciousness  
Dizziness  
Feeling hot  
Heart rate decreased  
Hyperhidrosis  
Nausea  

6291967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2007 6291967 EXPEDITED (15-DAY) Y HO D0052960A 39 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LITHIUM CARBONATE S ORAL 450MG See dosage text 1 DAY GLAXOSMITHKLINE
Intentional overdose PARACETAMOL S ORAL 500MG See dosage text 1 DAY GLAXOSMITHKLINE
Vomiting PENICILLIN S ORAL 885MG See dosage text 1 DAY GLAXOSMITHKLINE
Fatigue VENLAFAXINE HYDROCHLORIDE S ORAL 150MG See dosage text 1 DAY

ZOPICLONE S ORAL 7.5MG See dosage text 1 DAY
ZYPREXA S ORAL 2.5MG See dosage text 1 DAY
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6317218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2007 6317218 EXPEDITED (15-DAY) Y HO CAWYE571902MAY07 58 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage EFFEXOR XR S ORAL  WYETH
International normalised ratio increased EFFEXOR XR S ORAL  WYETH

COUMADIN S ORAL unknown  
DOFETILIDE C  UNKNOWN
RANITIDINE C ORAL unknown  UNKNOWN
DILTIAZEM C  UNKNOWN

6317584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2007 6317584 EXPEDITED (15-DAY) Y OT CAWYE665216MAY07 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis toxic EFFEXOR XR S ORAL 75 mg OD  WYETH
Eczema MORPHINE C unknown  UNKNOWN

BACLOFEN C  UNKNOWN
NAPROXEN C unknown  UNKNOWN
NEURONTIN C unknown dose  
AVONEX C unknown  BIOGEN

6317600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2007 6317600 EXPEDITED (15-DAY) Y DE,OT HQWYE205015MAY07 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 42 DAY WYETH
Hallucination, auditory SEROQUEL C ORAL  UNKNOWN
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6317730FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2007 6317730 EXPEDITED (15-DAY) Y HO AU-SANOFI-
SYNTHELABO-
A01200704958

59 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Head injury STILNOX S ORAL 24 MTH
Fall EFFEXOR S ORAL  
Somnambulism MEBEVERINE HYDROCHLORIDE C UNKNOWN UNK  
Amnesia PERINDOPRIL C UNKNOWN UNK  
Diarrhoea CELEBREX C UNKNOWN UNK  

PANTOPRAZOLE SODIUM C UNKNOWN UNK  
METHYSERGIDE C UNKNOWN UNK  
INDERAL C UNKNOWN UNK  

6317744FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2007 6317744 EXPEDITED (15-DAY) Y HO AU-SANOFI-
SYNTHELABO-
A01200704952

50 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Head injury STILNOX S ORAL  
Fall EFFEXOR XR S UNKNOWN  
Binge eating VALIUM S ORAL  
Abnormal sleep-related event MORPHINE SULFATE C UNKNOWN UNK  
Somnambulism BISACODYL C UNKNOWN UNK  
Amnesia NORFLEX C UNKNOWN UNK  

NEXIUM C UNKNOWN UNK  
COLOXYL C UNKNOWN UNK  
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6318452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2007 6318452 EXPEDITED (15-DAY) Y HO HQWYE166514MAY07 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL took about 30 or 40 caps

in an overdose
1 DAY WYETH

Abnormal behaviour  
Aggression  
Crying  
Fear  
Suicide attempt  
Tremor  
Vomiting  

5996849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2007 5996849 EXPEDITED (15-DAY) Y DE,DS HQWYE695207FEB06 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  WYETH
Emotional distress  
Feeling of despair  
Injury  
Pain  
Suicidal ideation  
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6017468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2007 6017468 EXPEDITED (15-DAY) N HO,DS,CA,OT HQWYE237909MAR06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR XR S TRANSPLACENTAL  WYETH
Congenital brain damage EFFEXOR XR S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL  WYETH
Cerebral palsy EFFEXOR XR S TRANSPLACENTAL  WYETH

TYLENOL C TRANSPLACENTAL as needed  
XANAX C TRANSPLACENTAL as needed  

6262037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2007 6262037 EXPEDITED (15-DAY) Y HO HQWYE822106MAR07 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL titrated up to 225 mg

daily
 WYETH

Paraesthesia EFFEXOR XR S ORAL tapered down to 75 mg  WYETH
Suicide attempt LEXAPRO C  
Vomiting GEODON C  PFIZER
6298513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2007 6298513 EXPEDITED (15-DAY) N OT AUWYE486318APR07 51 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Drug dependence EFFEXOR XR S ORAL alternating between 75

mg and 37.5 mg
2 WEEK WYETH

Tinnitus EFFEXOR XR S ORAL  WYETH
EFFEXOR XR S ORAL  WYETH
EFFEXOR XR S ORAL  WYETH
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6319230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2007 6319230 EXPEDITED (15-DAY) Y OT FRWYE685521MAY07 63 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bladder dilatation EFFEXOR XR S ORAL  WYETH
Urinary retention BROMAZEPAM C ORAL unknown  ROCHE
Dysuria THERALENE C unknown  
6319535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2007 6319535 EXPEDITED (15-DAY) Y OT DEWYE815328FEB07 36 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Blood cholesterol increased  
Maternal exposure during pregnancy  
6323373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-May-2007 6323373 DIRECT Y LT 3 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms EFFEXOR XR S ORAL 150 ONCE/D PO  
Maternal exposure during pregnancy WELLBUTRIN S ORAL 150 ONCE/D PO  
No therapeutic response  

6309695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6309695 EXPEDITED (15-DAY) Y DE HQWYE946402MAY07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest EFFEXOR S ORAL unknown  WYETH

FENTANYL S unknown  UNKNOWN
LYRICA C unknown  PFIZER
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6316870FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6316870 EXPEDITED (15-DAY) Y OT DEWYE663116MAY07 20 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser VENLAFAXINE HYDROCHLORIDE S ORAL unknown 1 DAY WYETH

LORAZEPAM S ORAL 4 tablets (2 mg) 1 DAY WYETH
RISPERDAL S ORAL unknown 1 DAY JANSSEN

6320015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320015 EXPEDITED (15-DAY) Y OT HQWYE315023MAY07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Autism EFFEXOR XR S TRANSPLACENTAL unknown  WYETH
Maternal exposure during pregnancy  
6320016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320016 EXPEDITED (15-DAY) Y OT DEWYE654215MAY07 53 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congestive cardiomyopathy VENLAFAXINE HYDROCHLORIDE S ORAL up to 300 mg daily  WYETH
Condition aggravated  
6320018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320018 EXPEDITED (15-DAY) Y OT GBWYE181510OCT06 43 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL 621 DAY WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
PROPRANOLOL C  UNKNOWN
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6320019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320019 EXPEDITED (15-DAY) Y HO CHWYE689521MAY07 23 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 mg per day 3 DAY WYETH
Fall EFFEXOR S ORAL 150 mg per day  WYETH
Orthostatic hypotension LORAZEPAM S ORAL 2 mg per day 29 DAY WYETH
Crush injury SEROQUEL S ORAL 50 mg per day  UNKNOWN
Concussion REMERON S ORAL 15 mg per day  
6320031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320031 EXPEDITED (15-DAY) Y CA HQWYE259417MAY07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital cystic kidney disease EFFEXOR XR S TRANSPLACENTAL unknown  WYETH
Maternal exposure during pregnancy  
6320058FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320058 EXPEDITED (15-DAY) Y OT DEWYE648115MAY07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tumour marker increased VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
6320059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320059 EXPEDITED (15-DAY) Y CA DEWYE639914MAY07 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital genital malformation VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 258 DAY WYETH
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6320078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320078 EXPEDITED (15-DAY) Y HO SEWYE717524MAY07 76 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S ORAL  WYETH
Erythema EFFEXOR S ORAL 150 mg per day  WYETH

ESTRIOL C  UNKNOWN
REMERON C  
ENALAPRIL C  UNKNOWN
BACTRIM FORTE C  ROCHE

6320225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320225 EXPEDITED (15-DAY) Y OT HQWYE257317MAY07 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Familial periodic paralysis EFFEXOR XR S ORAL  WYETH
Anxiety EFFEXOR XR S ORAL  WYETH
Hypersomnia DIAZEPAM C UNKNOWN unknown  UNKNOWN

SPIRONOLACTONE C ORAL unknown  UNKNOWN
PERCOCET C ORAL unknown  
TRAMADOL HYDROCHLORIDE C ORAL unknown  UNKNOWN
METHADONE HYDROCHLORIDE C ORAL unknown  UNKNOWN
TESTOSTERONE C UNKNOWN unknown  UNKNOWN
XANAX C ORAL unknown  

6320372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320372 EXPEDITED (15-DAY) Y LT ES-
JNJFOC-20070503291

20 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose TOPAMAX S ORAL 60 100 mg tablets taken

at one time
 

Deafness VENLAFAXINE HYDROCHLORIDE S ORAL 30 150 mg capsules
taken at one time

 

Tinnitus  
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6320452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6320452 EXPEDITED (15-DAY) Y OT CHWYE784408DEC06 27 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling of despair EFFEXOR S ORAL  WYETH
Abdominal pain upper  
Fatigue  
Maternal exposure during pregnancy  
Nausea  
Vomiting  
6329661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-May-2007 6329661 EXPEDITED (15-DAY) Y LT 2007-158955-NL 35 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt MIRTAZAPINE S ORAL 15 MG ORAL 9 DAY
Hypomania VENLAFAXINE HYDROCHLORIDE S ORAL SEE IMAGE  

LORAZEPAM S ORAL SEE IMAGE 5 DAY
OLANZAPINE S 5 MG  

6270319FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2007 6270319 EXPEDITED (15-DAY) Y HO DEWYE114321MAR07 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram ST segment depression VENLAFAXINE HYDROCHLORIDE S single dose 37.5 mg 1 DAY WYETH
Anxiety  
Blood pressure increased  
Muscle spasms  
Peripheral vascular disorder  
Rash macular  
Tremor  
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6312742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2007 6312742 EXPEDITED (15-DAY) N OT DEWYE601608MAY07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Suicidal ideation VENLAFAXINE HYDROCHLORIDE S  WYETH
Paraesthesia  
6321416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2007 6321416 EXPEDITED (15-DAY) Y OT AUWYE714024MAY07 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease EFFEXOR XR S ORAL unknown  WYETH

SINEMET C  MERCK SHARP AND
DOHME

6321417FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2007 6321417 EXPEDITED (15-DAY) Y OT AUWYE713924MAY07 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease EFFEXOR XR S ORAL unknown  WYETH

SINEMET C  MERCK SHARP AND
DOHME

6321770FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2007 6321770 EXPEDITED (15-DAY) Y DE DEWYE709323MAY07 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure VENLAFAXINE HYDROCHLORIDE S unknown  WYETH

LERCANIDIPINE C unknown  UNKNOWN
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6328171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2007 6328171 DIRECT N RI 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sexual dysfunction PAXIL S 10MG  
Anger EFFEXOR S 150MG  
Depression PAXIL C  
Unevaluable event PROZAC C  

WELLBUTRIN C  
CELEXA C  
LEXAPRO C  
ZOLOFT C  
EFFEXOR C  
SERZONE C  
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6328690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2007 6328690 DIRECT N DE,HO,LT,CA 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR XR S ORAL 150 MG 1 PER DAY PO  
Abdominal pain lower  
Abortion spontaneous  
Anxiety  
Breast enlargement  
Breast tenderness  
Cardiac arrest  
Cervix disorder  
Drug withdrawal syndrome  
Foetal death  
Foetal disorder  
Insomnia  
Maternal exposure during pregnancy  
Nightmare  
Palpitations  
Paraesthesia  
Post procedural haemorrhage  
Vaginal haemorrhage  
Vomiting in pregnancy  
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6332177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2007 6332177 EXPEDITED (15-DAY) Y HO B0472130A 41 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome ESKALITH S  
Diarrhoea VALPROATE SODIUM

(FORMULATION UNKNOWN)
(VALPROATE SODIUM)

S  

Mania VENLAFAXINE HYDROCHLORIDE S  
Aggression OPIUM S INHALATION INHALED  
Disorientation  
Drug abuser  
Drug level decreased  
Elevated mood  
Flight of ideas  
Grandiosity  
Hyperhidrosis  
Hyperreflexia  
Hyperthermia  
Ideas of reference  
Insomnia  
Irritability  
Logorrhoea  
Persecutory delusion  
Psychomotor hyperactivity  
Restlessness  
Tremor  
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6322274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2007 6322274 EXPEDITED (15-DAY) N HO AUWYE714724MAY07 56 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S ORAL  WYETH
Antidepressant drug level above therapeutic EFFEXOR XR S ORAL  WYETH
Euphoric mood EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL  WYETH
SEROQUEL C ORAL unknown  UNKNOWN
PRAVACHOL C ORAL unknown  BRISTOL MYERS SQUIBB
MOVICOL C ORAL unknown  
PANADOL C ORAL unknown  
VALIUM C ORAL 5 mg every night  ROCHE
LANSOPRAZOLE C ORAL unknown  WYETH
FISH OIL C ORAL unknown  

6322276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2007 6322276 EXPEDITED (15-DAY) Y OT DEWYE620810MAY07 65 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Hyperhidrosis VENLAFAXINE HYDROCHLORIDE S  WYETH
Amylase increased  
Blood cholesterol increased  
Hot flush  
Lipase increased  
6322639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2007 6322639 EXPEDITED (15-DAY) Y OT GBWYE657115MAY07 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL unknown  WYETH
Drug dependence EFFEXOR XR S ORAL unknown  WYETH
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6278313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2007 6278313 EXPEDITED (15-DAY) N HO B0464408A 20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aplastic anaemia ZANTAC S ORAL 1 MTH GLAXOSMITHKLINE
Normochromic normocytic anaemia ZINC GLUCONATE S UNKNOWN  UNKNOWN
Neutropenia EFFEXOR S ORAL  UNKNOWN

ATARAX C UNKNOWN 7 WEEK UNKNOWN
CALCIUM CARBONATE +
CHOLECALCIFEROL

C UNKNOWN 7 WEEK UNKNOWN

PHOCYTAN C UNKNOWN  UNKNOWN
VITAMIN B1 B6 C UNKNOWN  UNKNOWN
POTASSIUM CHLORIDE C UNKNOWN  UNKNOWN
IMODIUM C UNKNOWN  UNKNOWN
RACECADOTRIL C  UNKNOWN
HEPTAMINOL HYDROCHLORIDE C UNKNOWN  UNKNOWN
LOVENOX C UNKNOWN 1 MTH UNKNOWN
MULTI-VITAMIN C UNKNOWN 1 MTH UNKNOWN
PHOSPHONEUROS C UNKNOWN 8 DAY UNKNOWN
CERNEVIT C UNKNOWN 8 DAY UNKNOWN
UNSPECIFIED INGREDIENT C UNKNOWN 8 DAY UNKNOWN
LEVONORGESTREL AND
ETHINYL ESTRADIOL

C UNKNOWN 1 MTH UNKNOWN

UNKNOWN OTC C UNKNOWN 1 MTH UNKNOWN
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6319150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2007 6319150 EXPEDITED (15-DAY) Y DE,HO SEWYE640514MAY07 48 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR S ORAL unknown dosage, but

possible intake may be
up to 30 g

 WYETH

Loss of consciousness ATARAX C not specifed  PFIZER
Blood pressure decreased  
Electrocardiogram QT prolonged  
Hypotension  
Hypothermia  
Pulse absent  
Respiratory depression  
6323295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2007 6323295 EXPEDITED (15-DAY) Y OT DEWYE711623MAY07 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder VENLAFAXINE HYDROCHLORIDE S ORAL 300 mg daily  WYETH
Drug ineffective VENLAFAXINE HYDROCHLORIDE S  WYETH
Intentional overdose  
Suicide attempt  
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6323713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-May-2007 6323713 EXPEDITED (15-DAY) Y HO CHWYE720224MAY07 37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR S 137 DAY WYETH
Drug interaction LORAZEPAM C ORAL  WYETH

EFFEXOR S ORAL 8 DAY WYETH
EFFEXOR S ORAL 10 DAY WYETH
EFFEXOR S ORAL 7 DAY WYETH
LITHIUM CARBONATE S ORAL 314 DAY VIFOR
LITHIUM CARBONATE S ORAL 7 DAY VIFOR
LITHIUM CARBONATE S ORAL 55 DAY VIFOR
LITHIUM CARBONATE S ORAL 8 DAY VIFOR
ABILIFY S ORAL 108 DAY BRISTOL MYERS SQUIBB
ABILIFY S ORAL 4 DAY BRISTOL MYERS SQUIBB
HALDOL S ORAL 4 DAY
ZYPREXA S ORAL 107 DAY
ZYPREXA S ORAL 121 DAY
ZYPREXA S ORAL 8 DAY
ZYPREXA S ORAL 34 DAY
ZYPREXA S ORAL 15 DAY
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6079903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6079903 EXPEDITED (15-DAY) Y OT HQWYE351723JUN06 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Urticaria EFFEXOR XR S ORAL  WYETH
Oedema mouth EFFEXOR XR S ORAL  WYETH
Face oedema LORAZEPAM C 10 mg frequency

unspecified
 WYETH

Constipation  
Eye oedema  
Laryngeal oedema  
Lip oedema  
Rash papular  
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6213233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6213233 EXPEDITED (15-DAY) N DE,OT HQWYE942313DEC06 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction LABETALOL HYDROCHLORIDE S  PLIVA
Cardiac disorder TRIMOX S  
Drug withdrawal syndrome TRAZODONE HYDROCHLORIDE S  WYETH
Psychotic disorder OXCARBAZEPINE S  NOVARTIS
Completed suicide TIZANIDINE HYDROCHLORIDE S  ATHENA
Suicide attempt TRAMADOL HYDROCHLORIDE S  
Hypersensitivity EFFEXOR S  WYETH
Toxicity to various agents BEXTRA S  PFIZER

ZOLOFT S  
PAXIL S  
ZYPREXA S  
VICODIN S  KNOLL
KLONOPIN S  ROCHE
DARVOCET-N 100 S  
DEPAKOTE S  UNKNOWN
SEROQUEL S  UNKNOWN
VIOXX S  MERCK SHARP AND

DOHME
6268745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6268745 EXPEDITED (15-DAY) Y HO ESWYE977512MAR07 20 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY WYETH
Hypoacusis VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Tinnitus TOPAMAX S ORAL 1 DAY JANSSEN
Suicide attempt  
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6277534FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6277534 EXPEDITED (15-DAY) N OT HQWYE508222MAR07 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness EFFEXOR XR S ORAL 67 DAY WYETH
Vision blurred CLARINEX S unknown  SCHERING PLOUGH
Drug withdrawal syndrome  
Headache  
Migraine  
Nasal ulcer  
Retinal haemorrhage  
Retinal vascular thrombosis  
Retinal vein occlusion  
Visual impairment  
6290212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6290212 EXPEDITED (15-DAY) Y HO HQWYE248130MAR07 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL  WYETH
Paraesthesia CLARITIN C unknown dose as

needed
 SCHERING

Feeling abnormal CENTRUM C unknown  WYETH
6320459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6320459 EXPEDITED (15-DAY) Y HO CHWYE690621MAY07 51 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperlipidaemia EFFEXOR S ORAL  WYETH
Drug interaction ZOPICLONE C ORAL  
Alanine aminotransferase increased ZYPREXA S ORAL  
Metabolic syndrome ZYPREXA S ORAL  
Total cholesterol/HDL ratio increased ZYPREXA S ORAL 136 DAY

ZYPREXA S ORAL 21 DAY
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6324119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6324119 EXPEDITED (15-DAY) Y HO CHWYE690921MAY07 43 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Libido decreased EFFEXOR S ORAL 3 DAY WYETH
Condition aggravated DEROXAT C ORAL  
Drug interaction DEROXAT C ORAL 3 DAY
Erectile dysfunction EFFEXOR S ORAL 2 DAY WYETH
Ejaculation failure EFFEXOR S ORAL 22 DAY WYETH

EFFEXOR S ORAL 225 to 237.5 mg 30 DAY WYETH
EFFEXOR S ORAL 12 DAY WYETH
EFFEXOR S ORAL 4 DAY WYETH
EFFEXOR S ORAL 2 DAY WYETH
RISPERDAL S ORAL 283 DAY JANSSEN
RISPERDAL S ORAL 22 DAY JANSSEN

6324453FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6324453 EXPEDITED (15-DAY) N HO GBWYE686521MAY07 77 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis EFFEXOR XR S ORAL unknown  WYETH
Sleep disorder EFFEXOR XR S ORAL  WYETH

LORAZEPAM C unknown  UNKNOWN
DIGOXIN C unknown  UNKNOWN
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6354127FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jun-2007 6354127 NON-EXPEDITED N S07-USA-01066-01 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction CAMPRAL S ORAL 666 MG TID PO  
Alcoholism PREVACID S 30 MG QD  
Drug ineffective EFFEXOR S 75 MG QD  
Weight increased PROZAC C  

LIPITOR C  
ZIAC C  
FIBER THERAPY (NOS) C  

6325379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2007 6325379 EXPEDITED (15-DAY) Y OT HQWYE330424MAY07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes insipidus EFFEXOR XR S  WYETH
Dry mouth  
Insomnia  
6325403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2007 6325403 EXPEDITED (15-DAY) Y OT AUWYE770801JUN07 Unknown NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Macular degeneration EFFEXOR XR S ORAL unknown  WYETH
6325464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2007 6325464 EXPEDITED (15-DAY) Y HO HQWYE400029MAY07 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neurogenic bladder EFFEXOR XR S ORAL  WYETH
Urinary hesitation SEROQUEL C  UNKNOWN
Abdominal pain upper SEROQUEL C  UNKNOWN
Dysuria  
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6329949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2007 6329949 DIRECT Y OT 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 75 DAILY PO  
ECG P wave inverted  
Palpitations  
Supraventricular extrasystoles  
6331441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2007 6331441 DIRECT Y OT 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR XR S ORAL 150 MG ONCE DAILY

PO
 WYETH

Anger  
Headache  
Insomnia  
Night sweats  
Paraesthesia  
Thinking abnormal  

6297825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2007 6297825 EXPEDITED (15-DAY) Y GBWYE491318APR07 68 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S  WYETH

OMEPRAZOLE C  UNKNOWN
PANADOL C prn  
DIAZEPAM C 2mg prn  UNKNOWN
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6302435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2007 6302435 EXPEDITED (15-DAY) Y HO HQWYE863626APR07 41 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR S  WYETH
Aggression EFFEXOR S  WYETH
Serotonin syndrome UNSPECIFIED INGREDIENT S INHALATION unknown  UNKNOWN

LITHIUM CARBONATE S  
DEPAKENE S  

6308359FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2007 6308359 EXPEDITED (15-DAY) Y HO,LT DSA_29746_2007 80 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL (100 DF 1X ORAL)  
Intentional overdose TAMSULOSIN HYDROCHLORIDE S ORAL (8 MG 1X ORAL)  
Gastrointestinal sounds abnormal VENLAFAXINE S ORAL (1500 MG 1X ORAL)  
Hypotension  
Somnolence  
6326615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2007 6326615 EXPEDITED (15-DAY) Y HO CH-
ASTRAZENECA-2007PK
01071

23 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR S ORAL 4 DAY

EFFEXOR S ORAL  
REMERON S ORAL  
LORAZEPAM S ORAL 30 DAY
SEROQUEL S ORAL  ZENECA
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6326818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2007 6326818 EXPEDITED (15-DAY) Y OT TR-
JNJFOC-20070506704

36 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash macular RISPERDAL S  
Erythema RISPERDAL S  

EFFEXOR S  
6326876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2007 6326876 EXPEDITED (15-DAY) Y HO,LT HQWYE467915JUN05 41 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL 20 DAY WYETH
Aggression EFFEXOR S ORAL 11 DAY WYETH
Mania LITHIUM CARBONATE S ORAL  
Blood creatine phosphokinase increased DEPAKENE S ORAL  SANOFI

UNSPECIFIED INGREDIENT S INHALATION unknown  UNKNOWN
6329974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2007 6329974 DIRECT N DS,OT,RI 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orgasm abnormal EFFEXOR XR S ORAL 300 MG ONCE DAILY

PO
 

Erectile dysfunction  
Loss of libido  
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6334409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jun-2007 6334409 EXPEDITED (15-DAY) Y HO DSA_29962_2007 23 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension LORAZEPAM S ORAL (2 MG QD ORAL)  
Concussion EFFEXOR S ORAL (75 MG QD ORAL)  
Fall EFFEXOR S (150 MG QD ORAL)  
Drug interaction REMERON S (15 MG QD ORAL)  
Crush injury SEROQUEL S ORAL (50 MG QD ORAL)  
Laceration  

6256061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2007 6256061 EXPEDITED (15-DAY) Y OT CHWYE940122DEC06 49 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL 75 mg and increasing

doses
25 DAY WYETH

Gamma-glutamyltransferase increased EFFEXOR S ORAL  WYETH
Drug level increased OMEPRAZOLE S ORAL  UNKNOWN
Alanine aminotransferase increased REMERON S ORAL 60 DAY
Aspartate aminotransferase increased REMERON S ORAL 82 DAY
Blood cholesterol increased REMERON S ORAL  
Blood triglycerides increased  
Condition aggravated  
6327653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2007 6327653 EXPEDITED (15-DAY) Y HO AU-
AVENTIS-200714852GD
DC

42 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia MINIRIN S INTRAVENOUS  AVENTIS
Drug interaction VENLAFAXINE HYDROCHLORIDE S  
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6315557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2007 6315557 EXPEDITED (15-DAY) Y DS,OT HQWYE038507MAY07 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Bladder spasm EFFEXOR XR S dose and frequency

unspecified
 WYETH

Pollakiuria  
Suicidal ideation  
6329135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2007 6329135 EXPEDITED (15-DAY) Y HO DEWYE774501JUN07 1 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose VENLAFAXINE HYDROCHLORIDE S ORAL 1 tablet (75 mg) 1 DAY WYETH
Accidental exposure to product by child  
6329244FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2007 6329244 EXPEDITED (15-DAY) N OT AUWYE739929MAY07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL unknown  WYETH
Abnormal behaviour  
Amnesia  
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Detailed Report
6335002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jun-2007 6335002 DIRECT N HO,RI 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR S ORAL 300MG ONCE A DAY

PO
 

Depression  
Dizziness  
Drug withdrawal syndrome  
Dyspnoea  
Fatigue  
Irritability  
Loss of libido  
Nausea  
Nervousness  
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6342572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2007 6342572 DIRECT Y HO 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysphagia VENLAFAXINE HYDROCHLORIDE S ORAL 75MG DAILY PO  
Abdominal pain  
Ammonia abnormal  
Blood creatinine increased  
Blood culture positive  
Blood glucose increased  
Blood magnesium increased  
Blood potassium decreased  
Blood pressure systolic increased  
Blood urea increased  
Carbon dioxide decreased  
Cerebrovascular accident  
Dysarthria  
Electrolyte imbalance  
PO2 abnormal  
Staphylococcal infection  
Tardive dyskinesia  
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6369864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2007 6369864 NON-EXPEDITED Y HO,RI USA-2007-0026878 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S ORAL ORAL  
Loss of consciousness KADIAN S ORAL 80 MG, BID, ORAL  
Coma scale abnormal EFFEXOR S ORAL ORAL  
Sinus arrhythmia LUNESTA C  
Hypoxia NEURONTIN C  
Hypoventilation CODEINE C  
Alcohol use  
Chills  
Dehydration  
Depressed mood  
Fatigue  
Lethargy  
Oxygen saturation decreased  
Vomiting  

6288777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6288777 EXPEDITED (15-DAY) Y HO CH-
JNJFOC-20070402638

84 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall TRAMADOL HYDROCHLORIDE

AND ACETAMINOPHEN
S ORAL  

Dehydration SEROQUEL C UNKNOWN  
Depressed level of consciousness ASPIRIN CARDIO C UNKNOWN  
Serotonin syndrome DIGOXIN C UNKNOWN  
Drug interaction PERINDOPRIL C UNKNOWN  

DILTIAZEM HYDROCHLORIDE C UNKNOWN  
TORSEMIDE C UNKNOWN  
CALCIMAGON-D3 C UNKNOWN  
EFFEXOR S ORAL  
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6308816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6308816 EXPEDITED (15-DAY) Y DE DEWYE590707MAY07 41 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL unknown 32 DAY WYETH
Completed suicide  
6317664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6317664 EXPEDITED (15-DAY) Y DE SEWYE628011MAY07 43 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis EFFEXOR S ORAL 150 mg  WYETH
Infarction EFFEXOR S  WYETH
6326352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6326352 EXPEDITED (15-DAY) Y HO,DS GBWYE581103MAY07 50 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hemiplegia VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Muscle spasms UNSPECIFIED INGREDIENT C unknown  UNKNOWN
Musculoskeletal stiffness STARFLOWER C ORAL 100ug, frequency

unknown
 ROCHE

VITAMIN B C unknown  UNKNOWN
6330862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6330862 EXPEDITED (15-DAY) N OT CAWYE787004JUN07 24 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Hypertension EFFEXOR XR S ORAL  WYETH
Abortion spontaneous  
Maternal exposure during pregnancy  
Paraesthesia  
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6331067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6331067 EXPEDITED (15-DAY) N OT CAWYE813007JUN07 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Abortion spontaneous EFFEXOR XR S ORAL  WYETH
Maternal exposure during pregnancy  
6331068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6331068 EXPEDITED (15-DAY) N OT CAWYE812607JUN07 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Maternal exposure during pregnancy EFFEXOR XR S ORAL  WYETH
Abortion spontaneous  
6331069FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6331069 EXPEDITED (15-DAY) N OT CAWYE813207JUN07 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Abortion spontaneous EFFEXOR XR S ORAL  WYETH
Maternal exposure during pregnancy  
6331330FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6331330 EXPEDITED (15-DAY) Y OT CHWYE180626MAR07 31 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Postpartum haemorrhage EFFEXOR S ORAL 2 DAY WYETH
Maternal exposure during pregnancy EFFEXOR S ORAL  WYETH
Uterine atony  
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6331348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6331348 EXPEDITED (15-DAY) N OT AUWYE760531MAY07 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL deliberate overdose of 5

x 75 mg capsules
1 DAY WYETH

Depression  
Intentional overdose  
Malaise  
Mydriasis  
Pallor  
Suicide attempt  
6335285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6335285 DIRECT Y Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S CAPSULE, EXTENDED

RELEASE
 WYETH

Drug prescribing error  
6335405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6335405 DIRECT 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR S TABLET  WYETH
Drug dispensing error ZOLOFT S TABLET  PFIZER
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6338051FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2007 6338051 DIRECT Y 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 37.5 MG ONCE DAILY

ORAL
 

Restlessness EFFEXOR XR S ORAL 75 MG ONCE DAILY
ORAL

 

Crying  
Disturbance in attention  
Fear  
Feeling of despair  
Insomnia  

6168119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2007 6168119 EXPEDITED (15-DAY) Y DE HQWYE248218OCT06 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic cirrhosis EFFEXOR XR S unknown  WYETH
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6312277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2007 6312277 EXPEDITED (15-DAY) Y HO FRWYE610309MAY07 68 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 32 DAY WYETH
Somnolence EFFEXOR XR S ORAL 75 mg total daily 5 DAY WYETH
Confusional state ALENDRONATE SODIUM C ORAL unknown  MERCK SHARP AND

DOHME
Fall LASIX C ORAL 40 mg; frequency

unspec.
 

Hypertonia RAMIPRIL C ORAL 5 mg; frequency unspec.  
Dyspnoea KALEORID C ORAL 1000 mg; frequency

unspec.
 

Tachycardia CALCIUM CARBONATE C ORAL unknown  
Miosis CORTANCYL C ORAL 5 mg; frequency unspec.  
Coma scale abnormal PLAQUENIL C ORAL unknown  
Hypercapnia VASTAREL C ORAL 35 mg; frequency

unspec.
 

Respiratory acidosis UNSPECIFIED INGREDIENT C ORAL 20 mg; frequency
unspec.

 WYETH

Hyperkalaemia DAFALGAN C unknown  
Coma GLYCERIN C CUTANEOUS unknown  UNKNOWN
Thrombocytopenia PARAFFIN SOFT C CUTANEOUS unknown  UNKNOWN

PARAFFIN, LIQUID C CUTANEOUS unknown  UNKNOWN
BETAMETHASONE
DIPROPIONATE

C TOPICAL unknown  SCHERING

LEVOTHYROX C ORAL 50 ug; frequency
unspec.
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6331894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2007 6331894 EXPEDITED (15-DAY) Y OT HQWYE488005JUN07 26 YR Female SLV

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 mg (frequency

unspecified)
6 MTH WYETH

Hallucination EFFEXOR XR S ORAL 150 mg (frequency
unspecified)

3 MTH WYETH

Anxiety EFFEXOR XR S ORAL dose reduced  WYETH
Somnolence EFFEXOR XR S ORAL 1 MTH WYETH
Restlessness  
6332006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2007 6332006 EXPEDITED (15-DAY) N OT SEWYE823711JUN07 69 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ocular hyperaemia EFFEXOR S ORAL 75 mg 11 DAY WYETH

EFFEXOR S  WYETH
6332313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2007 6332313 EXPEDITED (15-DAY) Y OT CHWYE772101JUN07 43 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myalgia EFFEXOR S ORAL  WYETH
Blood creatine phosphokinase increased PANTOZOL C ORAL  WYETH
Blood bilirubin increased BROMAZEPAM C ORAL  UNKNOWN
Myopathy endocrine EFFEXOR S ORAL reduction from 150 to 75

mg
 WYETH

Blood creatine increased SEROQUEL S ORAL 23 DAY UNKNOWN
Drug interaction  
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6332406FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jun-2007 6332406 EXPEDITED (15-DAY) N OT AUWYE596908MAY07 37 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL Unknown  WYETH
Night sweats EFFEXOR XR S ORAL  WYETH
Aggression EFFEXOR XR S ORAL  WYETH
Anger  
Depressed mood  
Drug ineffective  
Hallucination, visual  
Insomnia  
Middle insomnia  
Mood swings  
Motion sickness  
Nausea  
Nightmare  
Obsessive-compulsive disorder  
Obsessive thoughts  
Pain  
Panic attack  
Paranoia  
Self-injurious ideation  
Temperature regulation disorder  

6303338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2007 6303338 EXPEDITED (15-DAY) Y GBWYE544327APR07 Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory depression VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg, frequency

unknown
 WYETH

UNSPECIFIED INGREDIENT C Unknown  UNKNOWN
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6329139FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2007 6329139 EXPEDITED (15-DAY) N HO AUWYE776904JUN07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Head injury EFFEXOR XR S ORAL  WYETH
Fall EFFEXOR XR S  WYETH
6333108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2007 6333108 EXPEDITED (15-DAY) Y OT CA-ROCHE-500804 18 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting CLONAZEPAM S UNKNOWN  ROCHE
Hepatic enzyme increased TYLENOL S UNKNOWN  
Depressed level of consciousness EFFEXOR S UNKNOWN  
6333310FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2007 6333310 EXPEDITED (15-DAY) Y OT HQWYE504006JUN07 65 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S unknown  WYETH
Autonomic neuropathy LITHIUM S unknown  UNKNOWN
Abnormal behaviour  
Altered state of consciousness  
Neuromyopathy  
6333494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2007 6333494 EXPEDITED (15-DAY) DE US-
BAXTER-2007BH005177

51 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest MORPHINE SULFATE S UNKNOWN Dose unit:UNKNOWN  
Respiratory arrest VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Drug abuser COCAINE S UNKNOWN  
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6333522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2007 6333522 EXPEDITED (15-DAY) Y HO HQWYE500106JUN07 45 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PROPRANOLOL S ORAL 1200 mg once [30 x 40

mg tablets]
1 DAY WYETH

Coma ALCOHOL S ORAL unspecified  UNKNOWN
Suicide attempt OXAZEPAM S ORAL  WYETH

EFFEXOR S ORAL  WYETH
ZOPICLONE C ORAL 1 DF daily  
MOTILIUM C ORAL unspecified  JANSSEN
XANAX C ORAL  

6117887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2007 6117887 EXPEDITED (15-DAY) Y OT GBWYE485302AUG06 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise VENLAFAXINE HYDROCHLORIDE S ORAL 55 DAY WYETH
Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL 5 DAY WYETH
Somnolence VENLAFAXINE HYDROCHLORIDE S ORAL 10 DAY WYETH
Increased tendency to bruise PROPRANOLOL C ORAL  UNKNOWN
Menorrhagia PROPRANOLOL C  UNKNOWN
Drug ineffective  
Drug withdrawal syndrome  
Feeling hot  
Hyperhidrosis  
Liver function test abnormal  
Nausea  
Platelet count decreased  
Skin exfoliation  
Skin lesion  
Trichorrhexis  
Vomiting  
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6335582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2007 6335582 EXPEDITED (15-DAY) Y HO AUWYE856515JUN07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S ORAL unknown  WYETH
Condition aggravated  
6335583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2007 6335583 EXPEDITED (15-DAY) Y HO HQWYE505207JUN07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Concussion  
Fall  
Feeling abnormal  
7344296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jun-2007 7344296 EXPEDITED (15-DAY) Y HO FR-
ELI_LILLY_AND_COMP
ANY-FR200706002336

41 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome ZYPREXA S ORAL 10 mg, daily (1/D)  ELI LILLY AND CO
Drug interaction METHADONE HYDROCHLORIDE S ORAL 65 mg, daily (1/D)  

REVIA S ORAL 100 mg, other 24 HR
REVIA S ORAL 50 mg, other 24 HR
KEPPRA S ORAL 500 mg, 3/D  
EFFEXOR S ORAL 75 mg, 2/D  
MIANSERIN HYDROCHLORIDE S ORAL 60 mg, daily (1/D)  
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6153154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2007 6153154 EXPEDITED (15-DAY) Y DE,HO A0624645A 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide WELLBUTRIN XL S ORAL 300MG Per day  GLAXOSMITHKLINE
Intentional overdose BUPROPION HYDROCHLORIDE S ORAL 75MG In the morning  GLAXOSMITHKLINE
Toxicity to various agents BUPROPION HYDROCHLORIDE S ORAL  GLAXOSMITHKLINE
Mania EFFEXOR XR S ORAL  
Psychomotor hyperactivity ACETAMINOPHEN S ORAL 1 DAY GLAXOSMITHKLINE
Logorrhoea ALCOHOL S ORAL  
Aspiration XANAX C  
Depression ZYPREXA C  
Suicidal ideation TEGRETOL C  GLAXOSMITHKLINE
Suicidal behaviour DEPAKOTE C  
Vomiting TRILEPTAL C  
Headache DARVOCET C  
Treatment noncompliance AMBIEN C  
Cardiac arrest  
Cardio-respiratory arrest  
Conversion disorder  
Depressed level of consciousness  
Eating disorder  
Feeling of despair  
Insomnia  
6267438FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2007 6267438 EXPEDITED (15-DAY) N DS,OT AUWYE076519MAR07 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 mg, frequency

unknown
 WYETH

Cerebrovascular accident EFFEXOR XR S ORAL unknown  WYETH
EFFEXOR XR S ORAL 37.5 mg, frequency

unknown
 WYETH
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6336321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2007 6336321 EXPEDITED (15-DAY) Y DS HQWYE546208JUN07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL unknown and then

tapered off at physician's
direction

 WYETH

Disturbance in attention  
Feeling abnormal  
Paraesthesia  
Vomiting  
6336651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2007 6336651 EXPEDITED (15-DAY) Y HO,DS HQWYE557111JUN07 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope EFFEXOR XR S ORAL  WYETH
Condition aggravated  
Headache  
Impaired driving ability  
Loss of consciousness  
6336761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2007 6336761 EXPEDITED (15-DAY) N HO US-SHR-
US-2007-001614

70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain BETASERON S SUBCUTANEOUS 8 Miu, every 2d  
Nausea BETASERON S SUBCUTANEOUS 9.6 Miu, every 2d  
Multiple sclerosis EFFEXOR S  
Hyperlipidaemia NEURONTIN S  

LYRICA S UNK, 2x/day  
CYMBALTA S 30 mg, 2x/day 43200 MIN
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6324179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2007 6324179 EXPEDITED (15-DAY) Y DE,OT ESWYE222218JAN07 73 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic cancer VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Gamma-glutamyltransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Aspartate aminotransferase increased PRAZEPAM C ORAL  UNKNOWN
Alanine aminotransferase increased PARACETAMOL C ORAL 500 mg three times per

day if needed
 UNKNOWN

Blood cholesterol increased  
Metastasis  
6337361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2007 6337361 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20070603861

Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aspartate aminotransferase increased RISPERDAL CONSTA S INTRAMUSCULAR  
Alanine aminotransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL  
Liver function test abnormal LAMOTRIGINE S ORAL  
Drug interaction  
6337859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2007 6337859 EXPEDITED (15-DAY) Y OT NLWYE494319APR07 16 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL  WYETH

EFFEXOR S ORAL  WYETH
6344367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jun-2007 6344367 DIRECT Y OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention EFFEXOR S ORAL 37.5 MG BID PO  
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6345627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2007 6345627 DIRECT Y OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S ORAL ONE CAPSULE QD PO  WYETH
Drug dependence  
Headache  
Insomnia  
Nervous system disorder  
Unevaluable event  
6345814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jun-2007 6345814 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ONE DAILY PO  WYETH
Dizziness  
Emotional disorder  
Headache  
Insomnia  
Irritability  
Muscular weakness  
Nausea  
Nightmare  
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6291708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2007 6291708 EXPEDITED (15-DAY) Y OT HQWYE278111APR07 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S ORAL  WYETH
Anxiety EFFEXOR XR S  WYETH
Condition aggravated  
Decreased appetite  
Disturbance in attention  
Insomnia  
Violence-related symptom  
6338305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2007 6338305 EXPEDITED (15-DAY) Y HO FR-AMGEN-US230470 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia ENBREL S SUBCUTANEOUS  
Meningism UNSPECIFIED INGREDIENT S ORAL  
Pyrexia EFFEXOR S ORAL  

EFFEXOR S ORAL  
CYTOTEC S ORAL  
MORPHINE SULFATE C ORAL 10 mg; on request  
ARTHROTEC C ORAL  

6339800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2007 6339800 EXPEDITED (15-DAY) Y DE HQWYE605113JUN07 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL dose and frequency

unspecified
 WYETH

Completed suicide  
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6340604FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2007 6340604 EXPEDITED (15-DAY) HO US-ROXANE
LABORATORIES,
INC-2007-DE-03406GD

23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome MIRTAZAPINE S 3 DAY

TRAZODONE HYDROCHLORIDE S  
LAMOTRIGINE S  
VENLAFAXINE HYDROCHLORIDE S  
GABAPENTIN S 3 DAY
ESCITALOPRAM OXALATE S 2 DAY
METHYLPHENIDATE
HYDROCHLORIDE

S 1 DAY

6340605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jun-2007 6340605 EXPEDITED (15-DAY) HO DE-ROXANE
LABORATORIES,
INC-2007-DE-03659GD

74 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective SERTRALINE S high dose  ROXANE

MIRTAZAPINE S high dose  
VENLAFAXINE HYDROCHLORIDE S high dose  
CLOMIPRAMINE S high dose  
TYLENOL WITH CODEINE S  
CARBAMAZEPINE C  
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6341107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2007 6341107 EXPEDITED (15-DAY) Y OT DEWYE860015JUN07 < 1 DAY Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Umbilical cord around neck VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  WYETH

VENLAFAXINE HYDROCHLORIDE S  WYETH
FOLIC ACID C TRANSPLACENTAL unknown  UNKNOWN
IRON C TRANSPLACENTAL unknown  UNKNOWN

6341167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2007 6341167 EXPEDITED (15-DAY) Y HO,OT HQWYE505107JUN07 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount was

unknown
 WYETH

Blood creatine phosphokinase increased  
Convulsion  
Myopathy  
Toxicity to various agents  
6341182FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2007 6341182 EXPEDITED (15-DAY) Y HO,OT HQWYE596613JUN07 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount was

unknown
 WYETH

Blood creatine phosphokinase increased  
Myopathy  
Toxicity to various agents  

Page: 2,465 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6341183FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2007 6341183 EXPEDITED (15-DAY) Y HO,OT HQWYE596313JUN07 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount was

unknown
 WYETH

Blood creatine phosphokinase increased  
Convulsion  
Myopathy  
Toxicity to various agents  
6341184FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2007 6341184 EXPEDITED (15-DAY) Y HO,OT HQWYE596413JUN07 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount was

unknown
 WYETH

Blood creatine phosphokinase increased  
Muscle injury  
Myopathy  
Toxicity to various agents  
6341187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2007 6341187 EXPEDITED (15-DAY) Y HO,OT HQWYE596513JUN07 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount was

unknown
 WYETH

Blood creatine phosphokinase increased  
Myopathy  
Toxicity to various agents  
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6341887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2007 6341887 EXPEDITED (15-DAY) Y OT GBWYE893421JUN07 17 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S Unknown  WYETH
Lethargy CANNABIS C Unknown  UNKNOWN
Dizziness  
Drug ineffective  
Middle insomnia  
Nightmare  
Night sweats  
Sleep disorder  
6346918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2007 6346918 DIRECT N OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 DAILY PO  WYETH
Dizziness EFFEXOR S ORAL 37.5 DAILY PO  
Crying  
Fatigue  
Insomnia  
Nervous system disorder  
Restless legs syndrome  
Visual impairment  

6342781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2007 6342781 EXPEDITED (15-DAY) Y HO DEWYE906825JUN07 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Coma COCAINE S NASAL unknown  UNKNOWN
Respiratory failure METHADONE HYDROCHLORIDE S ORAL unknown  UNKNOWN

DOXEPIN HYDROCHLORIDE S ORAL unknown  
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6348485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2007 6348485 DIRECT N RI 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 75 MG 3 PER DAY PO  
Disturbance in attention  
Dyspepsia  
Headache  
Irritability  
Nausea  
Pain  
Weight increased  
6348949FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2007 6348949 DIRECT Y 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG DAILY PO  WYETH
Discomfort  
Nausea  
Paraesthesia  
6349468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2007 6349468 DIRECT N OT 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 1 DAILY PO  
Dizziness  
Feeling abnormal  
Headache  
Hyperhidrosis  
Nausea  
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7223383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jun-2007 7223383 DIRECT N OT 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea EFFEXOR XR S ORAL 300MG ONCE DAILY

PO
 WYETH

Heart rate irregular AMITRIPTYLINE
HYDROCHLORIDE

C  

Anaemia HYDROCODONE BITARTRATE
AND ACETAMINOPHEN

C  

Asthenia GABAPENTIN C  
Fatigue IBUPROFEN C  
Asthma CYCLOBENZAPRINE

HYDROCHLORIDE
C  

Abdominal pain upper  
Anxiety  
Dysphagia  
Exercise tolerance decreased  
Gastric disorder  
Gastric ulcer  
Gastrointestinal disorder  
Gingival swelling  
Loose tooth  
Oesophageal oedema  
Panic attack  
Pharyngeal oedema  
Tooth loss  

6349056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2007 6349056 DIRECT Y 87 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash VENLAFAXINE HYDROCHLORIDE S ORAL 75MG  EVERY DAY  PO  
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6355389FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jun-2007 6355389 DIRECT N LT,OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 150 MG DAILY PO  
Food intolerance RELPAX S ORAL 40 MG TWICE DAILY

PRN PO
 

Abdominal tenderness  
Agitation  
Chest discomfort  
Confusional state  
Coordination abnormal  
Diarrhoea  
Feeling hot  
Hyperhidrosis  
Hypertension  
Hypoventilation  
Localised oedema  
Malaise  
Nausea  
Panic attack  
Pyrexia  
Respiratory rate increased  
Restlessness  
Tremor  

6344664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2007 6344664 EXPEDITED (15-DAY) Y DS GBWYE905325JUN07 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subarachnoid haemorrhage EFFEXOR XR S 225 mg frequency

unknown
 WYETH
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6344709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2007 6344709 EXPEDITED (15-DAY) N HO AUWYE889021JUN07 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL  WYETH
Convulsive threshold lowered COUMADIN C  

TOPAMAX C  JANSSEN
6344710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2007 6344710 EXPEDITED (15-DAY) Y HO DEWYE897422JUN07 38 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg per day 4 DAY WYETH
Restless legs syndrome DIAZEPAM C ORAL 2 till 8 mg per day (step-

by-step reduction)
7 DAY UNKNOWN

DIAZEPAM C ORAL 2 mg per day 2 DAY UNKNOWN
VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg per day 14 DAY WYETH
VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg per day 4 DAY WYETH
MELPERONE S ORAL 50 mg per day 14 DAY UNKNOWN
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6344855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jun-2007 6344855 EXPEDITED (15-DAY) N OT A0660499A 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome LAMICTAL S ORAL  GLAXOSMITHKLINE
Nervous system disorder PEGASYS S UNKNOWN 299 DAY
Drug hypersensitivity RIBAVIRIN S UNKNOWN 299 DAY
Pain of skin BACTRIM S UNKNOWN  GLAXOSMITHKLINE
Pruritus TRILEPTAL S UNKNOWN  
Burning sensation EFFEXOR S UNKNOWN  
Asthenia  
Bone pain  
Erythema  
Fatigue  
Food allergy  
Hepatic enzyme increased  
Movement disorder  
Neuropathy peripheral  
Palmar-plantar erythrodysaesthesia syndrome  
Presyncope  
Speech disorder  
Swelling  

6092208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2007 6092208 EXPEDITED (15-DAY) Y OT GBWYE755620JUN06 47 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alopecia EFFEXOR XR S ORAL 150mg every morning 986 DAY WYETH

FLUPENTIXOL C ORAL  UNKNOWN
FLUPENTIXOL C  UNKNOWN
PROMAZINE C ORAL 25mg as required  UNKNOWN
PROMAZINE C  UNKNOWN
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6345793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2007 6345793 EXPEDITED (15-DAY) N HO,OT HQWYE695419JUN07 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 7 DAY WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL 28 DAY WYETH
Feeling abnormal PROPRANOLOL

HYDROCHLORIDE
S ORAL overdose amount

unknown
 WYETH

Hallucination CRESTOR C ORAL  ASTRAZENECA
Suicide attempt CAPTOPRIL C ORAL 10/20 mg daily  
Blood pressure decreased  
Intentional overdose  
6345885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2007 6345885 EXPEDITED (15-DAY) N OT A0660557A 28 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness VENTOLIN S UNKNOWN  GLAXOSMITHKLINE
Dyspnoea LITHIUM S UNKNOWN  GLAXOSMITHKLINE
Convulsion EFFEXOR S UNKNOWN  

LOMOTIL S UNKNOWN  
6345920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2007 6345920 EXPEDITED (15-DAY) Y OT HQWYE705020JUN07 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Mood altered ATIVAN C ORAL  WYETH
Anxiety  
Suicidal ideation  
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6345921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2007 6345921 EXPEDITED (15-DAY) N HO HQWYE704920JUN07 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL unknown starting dose -

up to over 300 mg/day
 WYETH

Unevaluable event ZYPREXA C unknown  
Depression LITHIUM C unknown  UNKNOWN
6346048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2007 6346048 NON-EXPEDITED N US-
ASTRAZENECA-2006U
W09413

79 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal TAMOXIFEN CITRATE S ORAL  ZENECA
Adverse drug reaction VENLAFAXINE HYDROCHLORIDE S ORAL  
6346177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jun-2007 6346177 NON-EXPEDITED N US-
ASTRAZENECA-2006U
W24887

51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome TAMOXIFEN CITRATE S 5 YR ZENECA

EFFEXOR S 5 YR
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6285174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2007 6285174 EXPEDITED (15-DAY) Y HO FRWYE298302APR07 20 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Normochromic normocytic anaemia EFFEXOR S ORAL unknown  WYETH
Neutropenia ZINC GLUCONATE S ORAL unknown  

ZANTAC S ORAL unknown  
ATARAX C unknown 47 DAY PFIZER
CALCIUM CARBONATE C unknown 47 DAY UNKNOWN
HEPTAMINOL HYDROCHLORIDE C ORAL unknown  
PHOCYTAN C unknown  
PYRIDOXINE\THIAMINE C ORAL unknown  ROCHE
DIFFU K C ORAL unknown  
IMODIUM C ORAL unknown  JANSSEN
RACECADOTRIL C ORAL unknown  
COLECALCIFEROL C unknown 47 DAY UNKNOWN

6347383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2007 6347383 EXPEDITED (15-DAY) Y HO,OT HQWYE761522JUN07 24 YR Female MEX

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR XR S ORAL 1 DAY WYETH
Speech disorder  
Tremor  
6347479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2007 6347479 EXPEDITED (15-DAY) Y HO DEWYE917426JUN07 7 DAY Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL unknown  WYETH
Neonatal infection VENLAFAXINE HYDROCHLORIDE S  WYETH
Maternal exposure during pregnancy  
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6354343FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2007 6354343 DIRECT Y HO 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 75MG BID PO  
Neuroleptic malignant syndrome  
6378610FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2007 6378610 NON-EXPEDITED Y DE T200601321 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose HYDROCODONE BITARTRATE &

ACETAMINOPHEN
S ORAL ORAL  

Cardiac arrest ZOLPIDEM TARTRATE S  
VENLAFAXINE HYDROCHLORIDE S  
CYCLOBENZAPRINE S  
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6158864FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 6158864 EXPEDITED (15-DAY) Y HO,LT GBWYE145506OCT06 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Blood creatine phosphokinase increased VENLAFAXINE HYDROCHLORIDE S ORAL overdose with 28 x 37.5

mg
 WYETH

Electrocardiogram QRS complex prolonged CO-CODAMOL S unknown overdose  UNKNOWN
Generalised tonic-clonic seizure CITALOPRAM S overdose with 40 x 40

mg
 UNKNOWN

Condition aggravated  
Electrocardiogram QT prolonged  
Hypoxia  
Intentional self-injury  
Loss of consciousness  
Pyrexia  
Sinus tachycardia  
Suicide attempt  
White blood cell count increased  
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6159328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 6159328 EXPEDITED (15-DAY) Y HO,LT GXKR2006GB06250 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness CITALOPRAM HYDROBROMIDE S 1.6 G,  
Generalised tonic-clonic seizure ACETAMINOPHEN S 1.6 G  
Electrocardiogram QRS complex prolonged VENLAFAXINE HYDROCHLORIDE S 1.05 G,  
Blood creatine phosphokinase increased  
Coma  
Electrocardiogram QT prolonged  
Hypoxia  
Intentional overdose  
Laceration  
Pyrexia  
Sinus tachycardia  
White blood cell count increased  
6320314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 6320314 EXPEDITED (15-DAY) Y OT S07-USA-01860-01 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LEXAPRO S ORAL 20 MG QD PO  
Gun shot wound CYMBALTA S ORAL 60 MG PO  
Depression EFFEXOR S  
Condition aggravated XANAX S  
Intentional self-injury EFFEXOR S 300 MG QD  
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6343520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 6343520 EXPEDITED (15-DAY) Y OT DEWYE887420JUN07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer female FLUOROURACIL S unknown  UNKNOWN
Depression DIAZEPAM C ORAL daily  UNKNOWN
Condition aggravated VENLAFAXINE HYDROCHLORIDE S ORAL questionable 75 mg/d  WYETH
Drug interaction CYCLOPHOSPHAMIDE S unknown  UNKNOWN
6347913FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 6347913 EXPEDITED (15-DAY) Y HO FRWYE898022JUN07 36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL overdose amount: 750

mg
1 DAY WYETH

Coma THERALENE S ORAL overdose amount: 2400
mg

1 DAY

Miosis ALCOHOL S ORAL unknown 1 DAY UNKNOWN
Blood pressure decreased VALPROMIDE S ORAL overdose amount: 9 g 1 DAY
Blood lactic acid increased  
Haemodynamic instability  
Oxygen saturation decreased  
6347914FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 6347914 EXPEDITED (15-DAY) Y OT ESWYE938729JUN07 49 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation VENLAFAXINE HYDROCHLORIDE S ORAL 2 DAY WYETH
Irritability .GAMMA.-AMINO-.BETA.-

HYDROXYBUTYRIC ACID
\CLORAZEPATE DIPOTASSIUM
\PYRIDOXINE

C ORAL  

Derealisation  
Dissociation  
Restlessness  
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6348156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 6348156 EXPEDITED (15-DAY) N OT HQWYE757022JUN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia EFFEXOR S ORAL 75 mg every 1 Tot  WYETH
Feeling abnormal  
6356042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 6356042 DIRECT N 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR S 1 DAILY  TEVA
Crying  
Dizziness  
Drug dose omission  
Marital problem  
Suicidal ideation  
Thinking abnormal  
7344305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jul-2007 7344305 EXPEDITED (15-DAY) Y HO FRWYE911325JUN07 41 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL  WYETH
Diarrhoea MIANSERIN HYDROCHLORIDE S ORAL  
Electrolyte imbalance KEPPRA S ORAL  UCB
Dehydration REVIA S ORAL 1 DAY
Agitation REVIA S ORAL 1 DAY
Chills METHADONE HYDROCHLORIDE S ORAL 65 mg total daily  UNKNOWN
Hyperhidrosis ZYPREXA S ORAL  
Abdominal pain  
Drug withdrawal syndrome  
Tremor  
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6349617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2007 6349617 EXPEDITED (15-DAY) Y HO NLWYE591407MAY07 66 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL  WYETH
Hyponatraemia PANTOZOL C  WYETH
Delirium TEMAZEPAM C  UNKNOWN
Urinary retention SIMVASTATIN C  UNKNOWN

BISOPROLOL C  
HYDROCHLOROTHIAZIDE S probably 12.5 mg 2

times per day (in stead
of the prescribed 12.5
mg 1 time per day)

 UNKNOWN

6349818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2007 6349818 EXPEDITED (15-DAY) N OT B0477624A 61 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash maculo-papular LAMICTAL S UNKNOWN 50MG per day 42 DAY GLAXOSMITHKLINE
Pain in extremity EFFEXOR S UNKNOWN  
Hypoaesthesia ZOPICLONE S UNKNOWN  
Paraesthesia LITHIUM C  GLAXOSMITHKLINE
Neuropathy peripheral  
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Detailed Report
6356576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Jul-2007 6356576 EXPEDITED (15-DAY) Y LT 100#03#2006-02127 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure CITALOPRAM HYDROBROMIDE S ORAL (40 MG, 40/ 1TOTAL)

ORAL
 

Sinus tachycardia ACETAMINOPHEN AND CODEINE S  
Loss of consciousness EFFEXOR S ORAL 28 PIECES OF 37.5-MG

TABLETS (37.5 MG, 28/
1TOTAL) ORAL

 

Blood creatine phosphokinase increased  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Hypoxia  
Intentional overdose  
Intentional self-injury  
Laceration  
Pyrexia  
White blood cell count increased  

6323666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2007 6323666 EXPEDITED (15-DAY) Y OT HQWYE315823MAY07 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Dehydration  
Migraine  
Nausea  
Vomiting  
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6324284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2007 6324284 EXPEDITED (15-DAY) Y HO,OT US-ROCHE-493932 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes PEGASYS S SUBCUTANEOUS  ROCHE
Leukopenia PEGASYS S SUBCUTANEOUS  ROCHE
Thrombocytopenia EFFEXOR S UNKNOWN  
Haematochezia CELEXA S UNKNOWN  
Diarrhoea BACLOFEN S UNKNOWN  
Rectal haemorrhage UNSPECIFIED INGREDIENT S UNKNOWN  
Fatigue WELLBUTRIN S ORAL  
Red blood cell count decreased VOLTAREN S UNKNOWN  
Neck pain ZITHROMAX C ORAL  
Back pain HYDROCHLOROTHIAZIDE C ORAL  
Abdominal discomfort TOPROL XL C ORAL  
Abdominal pain upper ATIVAN C  
Hepatomegaly BENADRYL C  
Haemoglobin decreased COGENTIN C  

PARAFON DSC C  
6350505FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2007 6350505 EXPEDITED (15-DAY) Y OT DEWYE942602JUL07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Thrombosis  
6350568FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2007 6350568 EXPEDITED (15-DAY) Y DE HQWYE789326JUN07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL unknown  WYETH
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6350633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jul-2007 6350633 EXPEDITED (15-DAY) OT PHEH2007US09368 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastric bypass TRILEPTAL S  NOVARTIS
Nervous system disorder PEGASYS S 299 DAY
Neuropathy peripheral RIBAVIRIN S 299 DAY
Stevens-Johnson syndrome BACTRIM S  
Palmar-plantar erythrodysaesthesia syndrome LAMICTAL S  
Fatigue EFFEXOR S 300 mg, Unk  
Asthenia EFFEXOR S 150mg, UNk  
Bone pain  
Drug hypersensitivity  
Erythema  
Food allergy  
Hepatic enzyme increased  
Hypokinesia  
Pain  
Presyncope  
Pruritus  
Skin burning sensation  
Speech disorder  
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6352248FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2007 6352248 EXPEDITED (15-DAY) HO PHEH2007US09480 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased TRILEPTAL S  NOVARTIS
Depression VENLAFAXINE S ORAL 37.5 mg, QD  

VENLAFAXINE S ORAL 112.5 mg, QD  
VENLAFAXINE S ORAL 150 mg, QD  
NORVASC C  
INDERAL C ORAL 20 mg, QD  
LISINOPRIL C  
ATIVAN C ORAL 4.5 mg, QD  

6352592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2007 6352592 EXPEDITED (15-DAY) Y OT HQWYE869702JUL07 31 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL  WYETH
Abnormal behaviour  
Confusional state  
Dissociation  
Erectile dysfunction  
Euphoric mood  
Hot flush  
Sensory loss  
Speech disorder  
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6352608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2007 6352608 EXPEDITED (15-DAY) Y OT HQWYE841528JUN07 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome EFFEXOR S 150 mg, frequency

unknown
 WYETH

Neuropathy peripheral EFFEXOR S 300 mg,  frequency
unknown

 WYETH

Fatigue TRILEPTAL S unknown  NOVARTIS
Bone pain BACTRIM S unknown  ROCHE
Nervous system disorder LAMICTAL S unknown  
Food allergy PEGASYS S unknown 299 DAY ROCHE

RIBAVIRIN S unknown 299 DAY UNKNOWN
6357823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2007 6357823 EXPEDITED (15-DAY) N OT 1-15047602/MED-07134 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome BACTRIM S ORAL UNK, ORAL  
Nervous system disorder PEGASYS S  
Drug hypersensitivity RIBAVIRIN S  
Pruritus LAMICTAL S  
Burning sensation TRILEPTAL S  
Fatigue EFFEXOR S  
Bone pain  
Erythema  
Exercise tolerance decreased  
Food allergy  
Hepatic enzyme increased  
Mobility decreased  
Pain of skin  
Peripheral sensory neuropathy  
Speech disorder  
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6353054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2007 6353054 EXPEDITED (15-DAY) Y HO NLWYE948102JUL07 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL  WYETH
6353527FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2007 6353527 EXPEDITED (15-DAY) Y OT HQWYE853329JUN07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypokalaemia EFFEXOR XR S 37.5 mg, frequency

unknown
 WYETH

Electrolyte imbalance CYMBALTA S unknown  ELI LILLY AND CO
6353733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2007 6353733 EXPEDITED (15-DAY) Y DE GR-
ASTRAZENECA-2007SE
03851

67 YR Male GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis SEROQUEL S ORAL  ZENECA
Renal failure acute SIMVASTATIN S ORAL 5 MTH

EFFEXOR S ORAL  
PLAVIX C ORAL  
CARVEDILOL C ORAL  
QUINAPRIL HYDROCHLORIDE C ORAL  
LOPRESSOR C ORAL  
ISOSORBIDE MONONITRATE C ORAL  
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6353823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2007 6353823 EXPEDITED (15-DAY) Y HO DEWYE981306JUL07 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount

probably 175 mg
1 DAY WYETH

Fatigue SEROQUEL S ORAL 20 tablets each tablet
100 mg (overdose
amount 2000 mg)

1 DAY UNKNOWN

Gastrointestinal sounds abnormal  
Tachycardia  
Vertigo  

6286713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2007 6286713 EXPEDITED (15-DAY) Y HO CHWYE366705APR07 85 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome TORSEMIDE S ORAL  UNKNOWN
Fall SEROQUEL C  ZENECA
Dehydration CALCIUM CARBONATE C  NYCOMED
Drug interaction DIGOXIN C  UNKNOWN
Confusional state PERINDOPRIL C ORAL  
Disturbance in attention DILTIAZEM HYDROCHLORIDE C ORAL  UNKNOWN
Hypertension ASPIRIN C ORAL  BAYER
Heart rate increased EFFEXOR S ORAL 75.0 mg per day  WYETH
Drug level increased EFFEXOR S ORAL 112.5 mg per day  WYETH

TRAMADOL HYDROCHLORIDE
AND ACETAMINOPHEN

S ORAL  
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6354168FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2007 6354168 EXPEDITED (15-DAY) Y OT CHWYE721024MAY07 50 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S ORAL  WYETH
Circulatory collapse EFFEXOR S ORAL  WYETH
Cough EFFEXOR S ORAL 80 DAY WYETH

EFFEXOR S ORAL from 300 mg to 225 and
150 mg

 WYETH

LISINOPRIL C  UNKNOWN
6354366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2007 6354366 EXPEDITED (15-DAY) Y HO,OT CHWYE750405DEC06 37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arrested labour EFFEXOR S ORAL  WYETH
Maternal exposure during pregnancy EFFEXOR S  WYETH
Delayed delivery  
6354367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2007 6354367 EXPEDITED (15-DAY) Y HO,LT,OT CHWYE974105JUL07 Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal heart rate abnormal EFFEXOR S ORAL  WYETH
Apgar score abnormal  
Small for dates baby  
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6360215FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jul-2007 6360215 DIRECT Y RI 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder VENLAFAXINE S ORAL 375 MG PO > SEV

WEEKS
 

Electrocardiogram QT prolonged VENLAFAXINE S  
Hyperreflexia MIRTAZAPINE S ORAL 45 MG PO HS RECENT

INCREASE
 

Serotonin syndrome  
Tachycardia  
Tremor  

6312390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2007 6312390 EXPEDITED (15-DAY) DE AT-PURDUE-
DEU_2007_0003291

19 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose MORPHINE S ORAL  
Pulmonary oedema FLUPENTIXOL\MELITRACEN S ORAL  
Brain oedema DIHYDROCODEINE BITARTRATE S ORAL  

CHLORPROTHIXENE
HYDROCHLORIDE

S  

VENLAFAXINE HYDROCHLORIDE S  
VALIUM S  
OXAZEPAM S  WYETH
FLUNITRAZEPAM S  
AMITRIPTYLINE
HYDROCHLORIDE

S  

MIANSERIN HYDROCHLORIDE S  
CANNABIS C  
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6355723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2007 6355723 EXPEDITED (15-DAY) Y OT CHWYE982406JUL07 43 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritability EFFEXOR S ORAL 20 DAY WYETH
Sleep disorder EFFEXOR S ORAL  WYETH
Tension OXAZEPAM C 15 mg per day in reserve  WYETH
Akathisia ANTABUSE C ORAL  
Somnambulism  
6355751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2007 6355751 EXPEDITED (15-DAY) N OT HQWYE918906JUL07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S UNKNOWN unknown  WYETH
Suicide attempt EFFEXOR S UNKNOWN "trying to get off"  WYETH
Emotional distress  
Physical assault  

6356858FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2007 6356858 EXPEDITED (15-DAY) Y HO AU-ROCHE-504798 50 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia VALIUM S ORAL LONG TERM.  ROCHE
Sleep disorder STILNOX S ORAL  
Fall EFFEXOR XR S UNKNOWN LONG TERM.  
Head injury DOCUSATE SODIUM

\SENNOSIDES
C  

Somnambulism NEXIUM C  
NORFLEX C  
MORPHINE C  
BISACODYL C  
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6356966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jul-2007 6356966 EXPEDITED (15-DAY) Y HO,OT US-PFIZER
INC-2007034453

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion GEODON S Daily Dose:160MG  
Loss of consciousness EFFEXOR XR S Daily Dose:150MG  
Dyskinesia  
Feeling abnormal  
Photopsia  

6339796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2007 6339796 EXPEDITED (15-DAY) Y OT CHWYE867218JUN07 62 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aortic valve incompetence EFFEXOR S ORAL  WYETH
Fatigue EFFEXOR S ORAL  WYETH
Abdominal pain upper ATORVASTATIN CALCIUM C ORAL  UNKNOWN

ZYPREXA C ORAL  
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6357757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2007 6357757 EXPEDITED (15-DAY) N OT HQWYE921206JUL07 62 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Pollakiuria PRILOSEC C unknown  MERCK SHARP AND

DOHME
Abnormal dreams  
Constipation  
Disturbance in attention  
Dizziness  
Hyperhidrosis  
Influenza like illness  
Insomnia  
Mood swings  
Pain in extremity  
Suicidal ideation  
Weight increased  
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6363375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2007 6363375 DIRECT Y OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dose omission EFFEXOR XR S ORAL 150MG  01  PO  WYETH
Asthenia  
Confusional state  
Decreased interest  
Disturbance in attention  
Dizziness  
Drug dependence  
Drug withdrawal syndrome  
Fatigue  
Feeling abnormal  
Headache  
Hunger  
Insomnia  
Myalgia  
Nausea  
Nervous system disorder  
Obsessive-compulsive disorder  
Pain  
Thinking abnormal  
Tinnitus  
6363377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2007 6363377 DIRECT N Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR S  
Product quality issue XANAX S  
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6363409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2007 6363409 DIRECT N OT 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S 37.5 AT PRESENT

DAILTY
 

Anger  
Asthenia  
Bipolar II disorder  
Decreased appetite  
Dizziness  
Dyspnoea  
Exophthalmos  
Lethargy  
Nervous system disorder  
Speech disorder  
Thinking abnormal  
Tremor  
6363655FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2007 6363655 DIRECT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Incorrect dose administered EFFEXOR XR S CAPSULE, EXTENDED

RELEASE
 WYETH

Intercepted drug dispensing error  
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6364642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2007 6364642 EXPEDITED (15-DAY) Y HO,LT DSA_29841_2007 48 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL 40 MG 1 X ORAL  BIOVAIL
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 7500 MG 1X ORAL  
Somnolence RISPERDAL S ORAL 80 MG 1X ORAL  
Hypotension ZOPICLONE S ORAL 150 MG 1X ORAL  
Blood glucose decreased UNSPECIFIED INGREDIENT S  
Hypokalaemia  

6358862FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2007 6358862 EXPEDITED (15-DAY) 2007-160697-NL 39 YR Male FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome MIRTAZAPINE S ORAL DF/30 MG 2 MTH
Restless legs syndrome VENLAFAXINE HYDROCHLORIDE S 150 MG  
Drug withdrawal syndrome  
Psychotic disorder  
6359088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2007 6359088 EXPEDITED (15-DAY) Y OT DEWYE016112JUL07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Circulatory collapse VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Drug withdrawal syndrome  
Hypomania  
Hypotonia  
Lung disorder  
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6359504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2007 6359504 EXPEDITED (15-DAY) Y HO FRWYE017412JUL07 42 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic cirrhosis EFFEXOR S ORAL unknown  WYETH
Lung infection METHOTREXATE S ORAL unknown  WYETH
Anaemia KETEK S ORAL unknown  AVENTIS
Gamma-glutamyltransferase increased ALCOHOL S ORAL unknown  UNKNOWN
Erythrodermic psoriasis BISOPROLOL C ORAL  
Condition aggravated GLUCOPHAGE C ORAL  
Hepatic fibrosis GLICLAZIDE C ORAL  
6366274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2007 6366274 EXPEDITED (15-DAY) Y OT 015927 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Platelet aggregation abnormal SERTRALINE HYDROCHLORIDE S  
Ecchymosis VENLAFAXINE S 75 MG, QD; 75 MG QM,

37.5 MG PM
 

Contusion CLOMIPRAMINE
HYDROCHLORIDE

S  

Traumatic haematoma LORAZEPAM C  
PAROXETINE C  
CLONAZEPAM C  
OLANZAPINE (OLANZAPINE) C  
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6229581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2007 6229581 EXPEDITED (15-DAY) N OT AUWYE282123JAN07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL unknown  WYETH
Apathy  
Disturbance in attention  
Dizziness  
Fatigue  
Homicidal ideation  
Hyperhidrosis  
Inappropriate schedule of drug administration  
Insomnia  
Irritability  
Irritable bowel syndrome  
Lethargy  
Loss of libido  
Muscle spasms  
Nausea  
Paraesthesia  
Poor peripheral circulation  
Poor quality sleep  
Pruritus  
Suicidal ideation  
Vertigo  
Violence-related symptom  
Weight increased  
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6360154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jul-2007 6360154 EXPEDITED (15-DAY) N HO,LT NLWYE004111JUL07 22 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S  WYETH
Constipation EFFEXOR XR S  WYETH
Disturbance in attention EFFEXOR XR S  WYETH
Aggression PARACETAMOL C  UNKNOWN
Drug withdrawal syndrome ZOPICLONE C 37.5 mg whenever

necessary
 UNKNOWN

NEOCON C  ORTHO

3946281FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2007 3946281 EXPEDITED (15-DAY) Y HO S02-UKI-03465-01 21 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutrophilia CITALOPRAM HYDROBROMIDE S ORAL 1600 MG ONCE PO  
Blood creatine phosphokinase increased CITALOPRAM HYDROBROMIDE S ORAL 40 MG QD PO  
White blood cell count increased EFFEXOR S ORAL 1050 MG ONCE PO  
Electrocardiogram QT prolonged EFFEXOR S ORAL 37.5 MG QD PO  
Electrocardiogram QRS complex prolonged ACETAMINOPHEN AND CODEINE

PHOSPHATE
S  

Generalised tonic-clonic seizure  
Intentional overdose  
Intentional self-injury  
Laceration  
Loss of consciousness  
PCO2 increased  
PO2 decreased  
Pyrexia  
Sinus tachycardia  

Page: 2,499 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6366120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jul-2007 6366120 DIRECT N 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arthralgia EFFEXOR XR S ORAL BEGIN W/ 35MG/

CONTINUE 1/DAY PO
 WYETH

Pain in extremity  

6362609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jul-2007 6362609 EXPEDITED (15-DAY) Y OT FRWYE039717JUL07 51 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal necrosis EFFEXOR S ORAL dosage form 50 mg;

frequency unspecified
 WYETH

Ileus  

6364582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2007 6364582 EXPEDITED (15-DAY) Y OT GBWYE045018JUL07 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intracranial pressure increased EFFEXOR S Unknown  WYETH

MIRTAZAPINE C Unknown  UNKNOWN
6369690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2007 6369690 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dose omission EFFEXOR S ORAL 150 QD ORAL  WYETH
Adverse drug reaction EFFEXOR S ORAL 75 QD ORAL  WYETH
Drug withdrawal syndrome BUPROPION HYDROCHLORIDE C  
Diarrhoea  
Dizziness  
Nausea  
Vomiting  
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6369882FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jul-2007 6369882 EXPEDITED (15-DAY) Y HO 158583ISR 41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt VALPROIC ACID S  
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S  
Intentional overdose OLANZAPINE S  

6365361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2007 6365361 EXPEDITED (15-DAY) Y HO,OT GBWYE040117JUL07 49 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Yawning EFFEXOR XR S ORAL 75mg daily, frequency

unknown
 WYETH

Condition aggravated  
Constipation  
Treatment noncompliance  
Tremor  

6366327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2007 6366327 EXPEDITED (15-DAY) Y HO PHBS2007TR12209 28 YR Male TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents OXCARBAZEPINE S ORAL 12000 mg  NOVARTIS
Coma scale abnormal CLOMIPRAMINE S ORAL 750 mg  
Endotracheal intubation MAPROTILINE HYDROCHLORIDE S ORAL 350 mg  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL 1050 mg  
Overdose CITALOPRAM S ORAL 240 mg  

DIAZEPAM S ORAL 45 mg  
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6366462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2007 6366462 EXPEDITED (15-DAY) Y DE,HO HQWYE094117JUL07 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount

unknown
 WYETH

Unresponsive to stimuli ABILIFY S overdose amount
unknown

 BRISTOL MYERS SQUIBB

Myocardial infarction PHENCYCLIDINE S unknown  UNKNOWN
Blood pH decreased UNISOM S ORAL overdose amount

unknown
 

Aspiration CHARCOAL, ACTIVATED S unknown  UNKNOWN
Lung infiltration BENADRYL S ORAL overdose amount

unknown
 

Cardiac arrest CLONAZEPAM S overdose amount
unknown

 UNKNOWN

Arrhythmia  
6366577FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2007 6366577 EXPEDITED (15-DAY) Y OT HQWYE079916JUL07 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal disorder VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Maternal exposure during pregnancy  
6366578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2007 6366578 EXPEDITED (15-DAY) Y OT HQWYE193924JUL07 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal disorder VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Maternal exposure during pregnancy  
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6366590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2007 6366590 EXPEDITED (15-DAY) Y OT HQWYE194124JUL07 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal disorder VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Maternal exposure during pregnancy  
6366591FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2007 6366591 EXPEDITED (15-DAY) Y OT HQWYE194024JUL07 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal disorder VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Maternal exposure during pregnancy  
6366592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2007 6366592 EXPEDITED (15-DAY) Y OT HQWYE194224JUL07 Unknown CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal disorder VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL unknown  WYETH
Maternal exposure during pregnancy  
6367235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2007 6367235 EXPEDITED (15-DAY) N HO,OT BR-PFIZER
INC-2007058308

Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia DEPO-PROVERA S INTRAMUSCULAR  
Thrombocytopenia DEPO-PROVERA S  
Irritable bowel syndrome VENLAFAXINE HYDROCHLORIDE S  
Depression  
Metrorrhagia  
Nausea  
Pain  
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6349836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2007 6349836 EXPEDITED (15-DAY) Y HO D0053816A 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion missed LAMOTRIGINE S ORAL 200MG per day  GLAXOSMITHKLINE
Anaemia VENLAFAXINE HYDROCHLORIDE S ORAL 150MG per day  
6367767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2007 6367767 EXPEDITED (15-DAY) Y OT DEWYE068323JUL07 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrioventricular block VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg daily  WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL 300 mg daily  WYETH
6368041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2007 6368041 EXPEDITED (15-DAY) Y HO,LT GBWYE780604JUN07 72 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL 75mg, frequency

unknown
3 DAY WYETH

Unresponsive to stimuli NEOCLARITYN C ORAL 5mg, frequency
unknown

 SCHERING PLOUGH

Alcohol interaction DIDRONEL C ORAL as needed  PROCTER AND GAMBLE
Generalised tonic-clonic seizure ACETAMINOPHEN AND CODEINE C ORAL as needed  
Blood potassium decreased TERIPARATIDE C unknown  UNKNOWN

ASPIRIN C ORAL  UNKNOWN
DETRUSITOL C ORAL  
NIFEDIPINE C ORAL  UNKNOWN
OMEPRAZOLE C ORAL  UNKNOWN
DIAZEPAM C ORAL 5mg, as needed  UNKNOWN
BENDROFLUMETHIAZIDE C ORAL  
ALCOHOL S unknown  UNKNOWN
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6374382FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Jul-2007 6374382 EXPEDITED (15-DAY) Y HO,LT 6035329 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased CITALOPRAM HYDROBROMIDE S ORAL 1600 MG (40 MG, 40 IN

1 TOTAL) ORAL
 

Intentional self-injury ACETAMINOPHEN AND CODEINE
PHOSPHATE

S ORAL (1) ORAL  

Electrocardiogram QRS complex prolonged EFFEXOR S ORAL 38 MG (38 MG, 1 IN 1
D) ORAL

 

Electrocardiogram QT prolonged  
Generalised tonic-clonic seizure  
Intentional overdose  
Laceration  
Pyrexia  
Sinus tachycardia  
White blood cell count increased  
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6347049FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2007 6347049 EXPEDITED (15-DAY) Y HO FRWYE887020JUN07 68 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL unknown  WYETH
Device dislocation ROCEPHIN S INTRAMUSCULAR 5 DAY ROCHE
Lung infection LEVOFLOXACIN S ORAL 5 DAY HOECHST
Asthenia KETEK S ORAL 6 DAY AVENTIS
Pancytopenia AUGMENTIN ORAL S ORAL unknown 7 DAY
Renal failure chronic TAREG C ORAL  NOVARTIS
Condition aggravated SYMBICORT C INHALATION unknown  ASTRAZENECA
Bone marrow toxicity UNSPECIFIED INGREDIENT C INHALATION unknown  

ALPRAZOLAM C ORAL unknown  UNKNOWN
PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

C ORAL unknown  

NEURONTIN C ORAL unknown  
LANSOPRAZOLE C ORAL  
PULMICORT FLEXHALER C INHALATION unknown  ASTRAZENECA
METHOTREXATE S ORAL 7.5 mg monthly  WYETH
PIROXICAM BETADEX S ORAL 37 DAY

6369422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2007 6369422 EXPEDITED (15-DAY) Y HO,OT GB-
ABBOTT-07P-167-03751
60-00

41 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VALPROATE SODIUM S UNKNOWN  
Suicide attempt VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
Adverse drug reaction VENLAFAXINE HYDROCHLORIDE S  
Intentional overdose OLANZAPINE S  
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6347915FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2007 6347915 EXPEDITED (15-DAY) N DS HQWYE853029JUN07 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL unknown starting dose -

currently weaning off -
tapering by 5 mg every 3
weeks

 WYETH

Nausea EFFEXOR S  WYETH
Vomiting MULTIVITAMIN "LAPPE" C  
Chills ORTHO TRI CYCLEN C  ORTHO
Agitation  
Dizziness  
Drug dose omission  
Fatigue  
Influenza like illness  
Loss of employment  
Malaise  
Paraesthesia  
Retching  
Tremor  
Weight increased  
6361333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2007 6361333 EXPEDITED (15-DAY) Y CA NLWYE037217JUL07 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction EFFEXOR XR S  WYETH
Maternal exposure during pregnancy HALDOL S 1 mg whenever

necessary
 

Chondrodystrophy ZYPREXA S  
Premature baby IRON PREPARATIONS C  UNKNOWN
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6370000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2007 6370000 EXPEDITED (15-DAY) Y OT AUWYE042418JUL07 52 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL 488 DAY WYETH
Agitation TRAMADOL HYDROCHLORIDE S ORAL 273 DAY
Drug ineffective  
Drug interaction  
6370017FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2007 6370017 EXPEDITED (15-DAY) Y OT HQWYE172723JUL07 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperlipidaemia EFFEXOR XR S ORAL  WYETH
High density lipoprotein decreased  
6370026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2007 6370026 EXPEDITED (15-DAY) N OT HQWYE196124JUL07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Agitation EFFEXOR XR S ORAL  WYETH
Paraesthesia  
Suicidal ideation  
Tinnitus  
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6370172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2007 6370172 EXPEDITED (15-DAY) Y OT FRWYE062520JUL07 33 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Anxiety AMITRIPTYLINE

HYDROCHLORIDE
C unknown  ROCHE

Sleep disorder PRAZEPAM C ORAL unknown  
Condition aggravated  
Depression  
Maternal exposure during pregnancy  
6370235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2007 6370235 EXPEDITED (15-DAY) Y HO CNWYE054219JUL07 50 YR Male CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR XR S ORAL 150mg/d for  one week

then dose reduced to
37.5mg/d in three weeks

 WYETH

Cold sweat  
Oedema peripheral  
Peripheral coldness  
Suffocation feeling  
6373790FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2007 6373790 DIRECT N DE 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S 75 MG 1/DAY  

BONIVA S 150 MG  1/MO.  GLAXOSMITHKLINE
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6316868FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2007 6316868 EXPEDITED (15-DAY) Y OT FRWYE652715MAY07 29 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR XR S ORAL 4 DAY WYETH
Anxiety  
Deja vu  
Insomnia  
6336161FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2007 6336161 EXPEDITED (15-DAY) Y LT,OT DEWYE833212JUN07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rectal cancer metastatic VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg daily  WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg daily  WYETH
VENLAFAXINE HYDROCHLORIDE S ORAL 150 md daily  WYETH

6350015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jul-2007 6350015 EXPEDITED (15-DAY) Y HO S07-USA-02642-01 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes CELEXA S  
Leukopenia PEGASYS (PEGINTERFERON

ALFA-2A)
S SUBCUTANEOUS 90 MCG SC  

Thrombocytopenia PEGASYS (PEGINTERFERON
ALFA-2A)

S SUBCUTANEOUS 45 MCG QD SC  

Frequent bowel movements EFFEXOR S  
Haematochezia BACLOFEN S  
Rectal haemorrhage UNSPECIFIED INGREDIENT S  
Fatigue WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
S ORAL 150 MG QD PO  

Red blood cell count decreased VOLTAREN S  
Drug ineffective AZITHROMYCIN C  
Drug interaction HYDROCHLOROTHIAZIDE C  
Blood pressure increased TOPROL XL C  
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6350015
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal discomfort  
Abdominal tenderness  
Aggression  
Anxiety  
Back pain  
Delirium  
Drug withdrawal syndrome  
Haemoglobin decreased  
Heart rate increased  
Hepatomegaly  
Lymphocyte count decreased  
Mental disorder  
Muscle rigidity  
Neck pain  
Neutrophil count decreased  
Overdose  
Respiratory distress  
Respiratory rate decreased  
Restlessness  
Sinus tachycardia  
Toxicity to various agents  
Tremor  

5873175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2007 5873175 EXPEDITED (15-DAY) Y CA,OT GBWYE929524AUG05 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal distress syndrome VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  WYETH
Foetal growth restriction  
Maternal exposure during pregnancy  
Premature baby  
6180654
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6180654
FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2007 6180654 EXPEDITED (15-DAY) Y HO,OT HQWYE538603JUL06 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 543 DAY WYETH
Paraesthesia EFFEXOR XR S ORAL 154 DAY WYETH
Mania EFFEXOR XR S ORAL 216 DAY WYETH
Compulsions EFFEXOR XR S ORAL 181 DAY WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL 197 DAY WYETH
Dizziness EFFEXOR XR S ORAL  WYETH
Dysstasia WELLBUTRIN XL S 150 mg frequency

unspecified
 GLAXOSMITHKLINE

Faecal incontinence DOXYCYCLINE HYCLATE C ORAL 1000 mg tab frequency
unspecified

15 DAY UNKNOWN

Urinary incontinence RHINOCORT C INHALATION 2 sprays each each
nostril once daily

 ASTRAZENECA

Tinnitus AMOXICILLIN C ORAL 10 DAY UNKNOWN
Sleep disorder AMOXICILLIN C ORAL 10 DAY UNKNOWN
Alcohol use AMOXICILLIN C ORAL 10 DAY UNKNOWN
Emotional distress BUPROPION C ORAL 150 mg frequency

unspecified
 UNKNOWN

Depression PREDNISONE C ORAL 6 DAY UNKNOWN
Condition aggravated PREDNISONE C ORAL 20 mg tab frequency

unspecified
 UNKNOWN

Anxiety PREDNISONE C ORAL 20 mg tab
frequencyunspecified

 UNKNOWN

Night sweats PREDNISONE C ORAL 20 mg tab frequency
unspecified

 UNKNOWN

Crying ALPRAZOLAM C ORAL 0.5 mg every 6 hours as
needed

 

Nightmare VIAGRA C ORAL 50 mg tab frequency
unspecified

 PFIZER

Suicidal ideation VIAGRA C 100 mg tab frequency
unspecified

 PFIZER
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6180654
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental impairment LEVAQUIN C 500 mg tab frequency

unspecified
7 DAY ORTHO

Flight of ideas AVELOX C ORAL 400 mg tabs frequency
unspecified

14 DAY BAYER

Abnormal behaviour ZITHROMAX C ORAL 500 mg tabs frequency
unspecified

3 DAY PFIZER

Vomiting ZITHROMAX C 250 mg frequency
unspecified

5 DAY PFIZER

Disturbance in attention ZITHROMAX C 250 mg frequency
unspecified

 PFIZER

Brain injury CAMPRAL C 333 mg 2 PO TID  
Convulsion CAMPRAL C 1 PO TID  
Weight decreased CAMPRAL C 333 mg, 2 TID  
Decreased appetite LEXAPRO C 10 mg tab frequency

unspecified
 

Erectile dysfunction AMOXICILLIN & CLAVULANATE
POTASSIUM

C 875/125 tab frequency
unspecified

 UNKNOWN

Mood altered AMOXICILLIN & CLAVULANATE
POTASSIUM

C 875-125 tab frequency
unspecified

 UNKNOWN

Psychotic disorder LORAZEPAM C 1 mg tab frequency
unspecified

 UNKNOWN

Drug dependence MOXIFLOXACIN C  BAYER
Alcoholism NASONEX C NASAL 1 spray each nare every

12 hours
 SCHERING PLOUGH

Agitation  
Anhedonia  
Chest pain  
Hyperhidrosis  
Malaise  
Mood swings  
Tension  
Unevaluable event  
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6365312FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2007 6365312 EXPEDITED (15-DAY) Y CA NL-
JNJFOC-20070703125

Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dwarfism HALDOL S INTRAUTERINE  

ZYPREXA S INTRAUTERINE  
EFFEXOR XR S INTRAUTERINE  
IRON C INTRAUTERINE  

6372902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2007 6372902 NON-EXPEDITED N A0641621A Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria IMITREX S ORAL 100MG Variable dose  GLAXOSMITHKLINE
Tremor IMITREX S NASAL  GLAXOSMITHKLINE
Hypoaesthesia EFFEXOR S UNKNOWN 225MG per day  
Confusional state WELLBUTRIN SR C  GLAXOSMITHKLINE
Constipation ATENOLOL C  
Somnolence XANAX C  

DARVOCET C  
SOMA C  
COMBIVENT C  
ADVAIR DISKUS C  GLAXOSMITHKLINE
FLUTICASONE C  GLAXOSMITHKLINE

6373082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2007 6373082 EXPEDITED (15-DAY) Y OT HQWYE238527JUL07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S ORAL unknown  WYETH
Decreased appetite  
Insomnia  
Violence-related symptom  
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6373195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2007 6373195 EXPEDITED (15-DAY) Y HO CHWYE071123JUL07 62 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL  WYETH
Hallucination, auditory CHLOROQUINE\PROGUANIL

HYDROCHLORIDE
S 16 DAY ZENECA

Blood antidiuretic hormone abnormal  
Confusional state  
Epilepsy  
Hyponatraemia  
Malaise  
Thirst  

5764666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 5764666 EXPEDITED (15-DAY) Y LT,OT HQWYE876108MAR05 61 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Encephalopathy EFFEXOR S ORAL  WYETH
Gait disturbance LITHIUM CARBONATE S ORAL 12 + 6 mmol per day  VIFOR
Coordination abnormal EUTHYROX C ORAL alternating 37.5 or 62.5

ug per day
 

Tremor SEROQUEL C ORAL  UNKNOWN
Somnolence SEROQUEL C  UNKNOWN
Muscle twitching SEROQUEL C  UNKNOWN
Electroencephalogram abnormal NEBIVOLOL HYDROCHLORIDE C ORAL  

ESTRADIOL C TRANSDERMAL unknown  NOVARTIS
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6164579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 6164579 EXPEDITED (15-DAY) Y DS,OT HQWYE038513OCT06 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety EFFEXOR S  WYETH
Condition aggravated EFFEXOR S 150 mg (frequency

unspecified)
 WYETH

Mood altered EFFEXOR S  WYETH
Flat affect EFFEXOR S 5 WEEK WYETH
Anger EFFEXOR S  WYETH
Drug withdrawal syndrome EFFEXOR S  WYETH
Suicidal ideation EFFEXOR S 1 WEEK WYETH
Hallucination, auditory EFFEXOR S  WYETH
Weight increased FLUPENTIXOL

DIHYDROCHLORIDE
C  

Muscle twitching FLUPENTIXOL
DIHYDROCHLORIDE

C  

Paraesthesia LITHIUM CITRATE C 0.30 2 tablets daily  
Nonspecific reaction LITHIUM CITRATE C  
Marital problem BROMAZEPAM C 61 DAY

BROMAZEPAM C  
BROMAZEPAM C  
BROMAZEPAM C 8 DAY
BROMAZEPAM C  
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6354246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 6354246 EXPEDITED (15-DAY) Y DE,HO GRWYE971605JUL07 67 YR Male GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR XR S ORAL Unknown daily dose  WYETH
Renal failure acute SIMVASTATIN S ORAL  UNKNOWN

SEROQUEL S  UNKNOWN
ISOSORBIDE MONONITRATE C ORAL 60 mg every  
QUINAPRIL HYDROCHLORIDE C ORAL 100 mg every  
LOPRESSOR C  NOVARTIS
PLAVIX C ORAL 6.25 mg every  SANOFI
CARVEDILOL C ORAL 20 mg every  UNKNOWN

6373451FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 6373451 EXPEDITED (15-DAY) Y OT PHFR2007GB02290 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide CARBAMAZEPINE S ORAL 1 DF, QD  NOVARTIS
Drug interaction DULOXETINE HYDROCHLORIDE S UNKNOWN 60 mg, QD  

EFFEXOR S ORAL 150 mg, QD  
EFFEXOR S ORAL 225 mg, QD  

6373963FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 6373963 EXPEDITED (15-DAY) Y OT HQWYE269818MAY07 3 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR XR S TRANSPLACENTAL  WYETH
Convulsion neonatal EFFEXOR XR S TRANSPLACENTAL  WYETH
Dyskinesia EFFEXOR XR S TRANSPLACENTAL  WYETH

WELLBUTRIN XL S TRANSPLACENTAL  GLAXOSMITHKLINE
ALDOMET C TRANSPLACENTAL  MERCK SHARP AND

DOHME
VITAMINS NOS C TRANSPLACENTAL unknown  UNKNOWN
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6373991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 6373991 EXPEDITED (15-DAY) Y OT CH-
ASTRAZENECA-2005PK
00711

62 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction LITHIUM CARBONATE S ORAL 25 MTH
Encephalopathy NEBIVOLOL HYDROCHLORIDE C  
Electroencephalogram abnormal EUTHYROX C ORAL  
Gait disturbance ESTRADIOL C MANY YEARS  
Coordination abnormal SEROQUEL S ORAL  ZENECA
Tremor EFFEXOR S ORAL  
Drug level increased  
Mental disorder  
Muscle twitching  
Somnolence  
6374018FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 6374018 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2007062297

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer LIPITOR S  
Anxiety TAMOXIFEN CITRATE S  
Body height decreased EFFEXOR S  
Adverse event EFFEXOR S  
Hot flush METOPROLOL SUCCINATE C  
Night sweats  
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6378733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 6378733 DIRECT N 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dose omission EFFEXOR XR S ORAL 3 PILLS DAILY PO  
Fear  
Hyperhidrosis  
Nightmare  
6378819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Aug-2007 6378819 DIRECT N OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dose omission EFFEXOR S ORAL 150 MG DAILY PO  
Anger  
Crying  
Dizziness  
Drug withdrawal syndrome  
Eye movement disorder  
Malaise  
Mood swings  
Motion sickness  
Nausea  
Nervousness  
Suicidal ideation  
Thinking abnormal  
Threat of redundancy  
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6363106FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2007 6363106 EXPEDITED (15-DAY) Y OT DSA_30183_2007 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased LORAZEPAM S ORAL 0.5 MG QD ORAL  
Gamma-glutamyltransferase increased VENLAFAXINE HYDROCHLORIDE S ORAL 375 MG QD ORAL  

MIRTAZAPINE S ORAL 45 MG QD ORAL  
6374386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2007 6374386 EXPEDITED (15-DAY) N OT HQWYE218425JUL07 72 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR S unknown  WYETH
Drug ineffective EFFEXOR S unknown  WYETH
Unevaluable event AMIODARONE C unknown  WYETH
Breast cancer  
Condition aggravated  
Feeling abnormal  
Memory impairment  
Night sweats  
6375054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2007 6375054 EXPEDITED (15-DAY) Y HO,LT US-PFIZER
INC-2006080227

89 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hip fracture ALDACTONE S UNKNOWN Text:UNKNOWN-

Freq:UNKNOWN
 

Post procedural infection CEFAZOLIN S PARENTERAL Text:UNKNOWN-
Freq:UNKNOWN

 

Hyponatraemia ADVAIR DISKUS S INHALATION Text:UNKNOWN-
Freq:UNKNOWN

 

COREG S ORAL Text:UNKNOWN-
Freq:UNKNOWN

 

TYLENOL S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN
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6375054
Preferred Term Product Role Route Dosage Text Duration Manufacturer

REMERON S ORAL Daily Dose:15MG-
Freq:UNKNOWN

 

ULTRAM S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

DOCUSATE SODIUM S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

ACETYLSALICYLIC ACID S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

PEPCID S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

LOVENOX S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

PREDNISONE S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

LASIX S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

KEFLEX S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

SLOW-MAG S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

PRO-BANTHINE S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

BEXTRA S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

COZAAR S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

NORVASC S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

DARVOCET S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

DUONEB S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

EFFEXOR XR S UNKNOWN Daily Dose:225MG-
Freq:UNKNOWN
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6375054
Preferred Term Product Role Route Dosage Text Duration Manufacturer

TRAZODONE HYDROCHLORIDE S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

BUCINDOLOL HYDROCHLORIDE S UNKNOWN Text:UNKNOWN-
Freq:UNKNOWN

 

6380615FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Aug-2007 6380615 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S  
Agitation  
Amnesia  
Anhedonia  
Confusional state  
Crying  
Decreased interest  
Feeling abnormal  
Irritability  
Mood swings  
Suicidal ideation  

5825486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2007 5825486 EXPEDITED (15-DAY) Y HO HQWYE032031MAY05 68 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction CIPRALEX S 9 DAY LUNDBECK
Antidepressant drug level increased ACETYLSALICYLIC ACID C ORAL  UNKNOWN
Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 3 DAY WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY WYETH
METOPROLOL TARTRATE S ORAL  ASTRAZENECA
TEGRETOL S ORAL 15 DAY NOVARTIS
TEGRETOL S ORAL 5 DAY NOVARTIS
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7870291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2007 7870291 EXPEDITED (15-DAY) Y HO HQWYE583812JUN07 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S unknown  WYETH
Anxiety CELEXA S unknown  
Tremor WELLBUTRIN S ORAL  GLAXOSMITHKLINE
Restlessness BACLOFEN S unknown  UNKNOWN
Mental disorder NICOTINE S tried to smoke 2 packs in

one day
 UNKNOWN

Agitation CAFFEINE S about 10 cups 1 DAY UNKNOWN
Delirium VOLTAREN S unknown  NOVARTIS
Aggression PEGASYS S SUBCUTANEOUS 90 mcg, frequency

unknown
 ROCHE

Respiratory distress PEGASYS S SUBCUTANEOUS 45 mcg, frequency
unknown

 ROCHE

Muscle rigidity AZITHROMYCIN C ORAL  UNKNOWN
Sinus tachycardia HYDROCHLOROTHIAZIDE C ORAL  
Mental status changes PARAFON DSC C unknown  
Blood pressure increased TOPROL XL C ORAL  ASTRAZENECA
Back pain  
Movement disorder  
Neck pain  

6306831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2007 6306831 EXPEDITED (15-DAY) Y HO FRWYE574903MAY07 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension EFFEXOR XR S ORAL 75 mg daily 15 DAY WYETH
Fall OLMESARTAN MEDOXOMIL S ORAL  SANKYO

URAPIDIL S ORAL  
BROMAZEPAM C ORAL unknown  ROCHE
PRAVASTATIN C ORAL unknown  
UNSPECIFIED INGREDIENT C unknown  
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6327603FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2007 6327603 EXPEDITED (15-DAY) Y CA DEWYE774801JUN07 30 YR Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital central nervous system anomaly VENLAFAXINE HYDROCHLORIDE S  WYETH
Kyphosis congenital  
Maternal exposure during pregnancy  
6377110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2007 6377110 EXPEDITED (15-DAY) Y LT DEWYE084704OCT04 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous VENLAFAXINE HYDROCHLORIDE S ORAL 75 - 150 mg daily 1670 DAY WYETH
Ectopic pregnancy VENLAFAXINE HYDROCHLORIDE S  WYETH
Maternal exposure during pregnancy VALPROATE SODIUM S ORAL 300 mg daily  
Metrorrhagia LAMOTRIGINE S ORAL  UNKNOWN
6377214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2007 6377214 EXPEDITED (15-DAY) Y OT GB-
ELI_LILLY_AND_COMP
ANY-GB200707006086

Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide CYMBALTA S 60 mg, daily (1/D)  ELI LILLY AND CO
Drug interaction CARBAMAZEPINE S UNK, daily (1/D)  
Homicidal ideation EFFEXOR S ORAL 225 mg, daily (1/D)  

EFFEXOR S ORAL 150 mg, daily (1/D)  
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6383598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Aug-2007 6383598 DIRECT N RI 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR S ORAL 75 MG 1/DAY PO 2 YR
Arthralgia  
Feeling abnormal  
Flatulence  
Food craving  
Glucose tolerance impaired  
Headache  
Hyperhidrosis  
Muscle twitching  
Myalgia  
Neuropathy peripheral  
Paraesthesia  
Weight increased  

6378126FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2007 6378126 EXPEDITED (15-DAY) N OT GBWYE112731JUL07 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bundle branch block right EFFEXOR S unknown 4 WEEK WYETH
Nausea CITALOPRAM S unknown  UNKNOWN
Heart rate irregular  
Hyperhidrosis  
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6378313FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2007 6378313 EXPEDITED (15-DAY) Y HO B0482404A 22 YR Female AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention LITHIUM CARBONATE S ORAL 14 DAY GLAXOSMITHKLINE

VENLAFAXINE HYDROCHLORIDE S ORAL  
MIRTAZAPINE S ORAL 59 DAY
ZYPREXA S ORAL 10MG per day  
DEPAKENE C ORAL 600MG per day  
TAMSULOSIN HYDROCHLORIDE C  
EDRONAX C  

6382207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2007 6382207 DIRECT Y HO 87 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes VENLAFAXINE HYDROCHLORIDE S ORAL 37.5MG EVERY DAY

PO
 

Confusional state  
Hyponatraemia  

6278273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2007 6278273 EXPEDITED (15-DAY) Y OT FRWYE232428MAR07 33 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholangitis sclerosing EFFEXOR S ORAL 250 mg total daily  WYETH
Gamma-glutamyltransferase increased EFFEXOR S ORAL 100 mg total daily  WYETH
Alanine aminotransferase increased EFFEXOR S ORAL 250 mg total daily  WYETH
Biliary tract disorder EFFEXOR S ORAL 12.5 mg total daily  WYETH
Disturbance in attention  
Drug withdrawal syndrome  
Dysaesthesia  
Hepatic infiltration eosinophilic  
Vision blurred  

Page: 2,526 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6338432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2007 6338432 EXPEDITED (15-DAY) Y HO HQWYE607114JUN07 1 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL overdose amount  "less

than one capsule once";
150 mg

1 DAY WYETH

Accidental exposure to product by child FEXOFENADINE
HYDROCHLORIDE

C ORAL 30 mg qd prn  HOECHST

Blood pressure increased  
Failure of child resistant mechanism for
pharmaceutical product

 

Insomnia  
6379033FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Aug-2007 6379033 EXPEDITED (15-DAY) Y HO FRWYE137206AUG07 53 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pleurisy EFFEXOR S ORAL unknown  WYETH
Pleural effusion AMITRIPTYLINE

HYDROCHLORIDE
S ORAL unknown  ROCHE

Eosinophilia  
Pericardial effusion  
Pleural fibrosis  
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5732843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 5732843 NON-EXPEDITED Y A0535216A 73 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence PAXIL S ORAL 40MG Per day 3 YR GLAXOSMITHKLINE
Erectile dysfunction FEXOFENADINE S ORAL  DAY
Ejaculation failure PREDNISONE S ORAL 10MG Per day  YR
Muscle spasms DEXTROAMPHETAMINE

SULFATE
S ORAL 5MG Twice per day 2 DAY GLAXOSMITHKLINE

Dermatitis atopic EFFEXOR S  
Pruritus UNSPECIFIED INGREDIENT C ORAL 90MCG Per day 6 MTH
Seminal vesicular disorder DOXEPIN C  
Sleep disorder RANITIDINE C ORAL 150MG Twice per day  GLAXOSMITHKLINE
Drug withdrawal syndrome  
6379753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6379753 EXPEDITED (15-DAY) Y HO DEWYE027616JUL07 31 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 7 capsules each capsule

150 mg (overdose
amount 1050 mg)

2 DAY WYETH

Drug abuser  
Fatigue  
Vomiting  
6380122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6380122 EXPEDITED (15-DAY) Y OT GBWYE144207AUG07 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension VENLAFAXINE HYDROCHLORIDE S unknown  WYETH

MIRTAZAPINE S unknown  UNKNOWN
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6380123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6380123 EXPEDITED (15-DAY) N DS AUWYE151309AUG07 21 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abasia EFFEXOR XR S ORAL unknown 6 MTH WYETH
Headache EFFEXOR XR S ORAL  WYETH
Dizziness TEMAZEPAM C  UNKNOWN
Nausea ZYPREXA C  
Asthenia  
Vomiting  
6380239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6380239 EXPEDITED (15-DAY) Y OT HQWYE350502AUG07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intracranial aneurysm EFFEXOR XR S ORAL 112.5 mg frequency

unspecified
 WYETH

6380462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6380462 EXPEDITED (15-DAY) Y HO D0054236A 46 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LITHIUM CARBONATE S ORAL 450MG See dosage text 1 DAY GLAXOSMITHKLINE
Intentional overdose VALPROATE SODIUM S ORAL 5000MG per day 1 DAY
Coma UNSPECIFIED INGREDIENT S ORAL .75L See dosage text 1 DAY

SEROQUEL S ORAL 2500MG per day 1 DAY
TRIMIPRAMINE MALEATE S ORAL 1000MG per day 1 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL 75MG See dosage text 1 DAY

6380549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6380549 EXPEDITED (15-DAY) Y HO GBWYE147408AUG07 21 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL  WYETH
Feeling abnormal  

Page: 2,529 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6380550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6380550 EXPEDITED (15-DAY) Y HO FRWYE143407AUG07 66 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction LYRICA S ORAL unknown 18 DAY PFIZER
Coma RIVOTRIL C unknown  ROCHE
Mydriasis PERFALGAN C unknown  
Lipase increased NICARDIPINE HYDROCHLORIDE C unknown  SANDOZ
C-reactive protein increased LORAZEPAM C unknown  WYETH
Blood glucose increased INEXIUM C unknown  ASTRAZENECA
Haemoglobin decreased LEVOTHYROX C unknown  
Platelet count increased MORPHINE SULFATE C if necessary  
Urinary tract infection EFFEXOR XR S ORAL 75 mg total daily 4 DAY WYETH

EFFEXOR XR S ORAL 150 mg total daily 1 DAY WYETH
AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 20 drops total daily 15 DAY ROCHE

TRAMADOL HYDROCHLORIDE S ORAL 300 mg total daily 19 DAY
6380759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6380759 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2007064727

45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation CHANTIX S  
Bipolar disorder EFFEXOR S  
Amnesia  
Anxiety  
Fatigue  
Heart rate increased  
Mania  
Speech disorder  
Throat tightness  
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6389261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2007 6389261 DIRECT Y HO 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes METHADONE HYDROCHLORIDE S ORAL 20MG QID PO  
Pneumonia aspiration VENLAFAXINE HYDROCHLORIDE S ORAL 37.5MG EVERY DAY

PO
 

Respiratory distress DIAZEPAM C  
TRAZODONE HYDROCHLORIDE C  

6381055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2007 6381055 EXPEDITED (15-DAY) Y OT DEWYE147008AUG07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperhidrosis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Drug abuser LITHIUM CARBONATE S ORAL 1.5 tablets/d  
Local swelling  
6381287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2007 6381287 EXPEDITED (15-DAY) Y HO,OT SEWYE149708AUG07 24 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intestinal haemorrhage EFFEXOR S ORAL 25 DAY WYETH
Infection EFFEXOR S ORAL unspecified  WYETH
Constipation  
Gastrointestinal disorder  
Medication residue present  
6385355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2007 6385355 DIRECT Y 54 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash VENLAFAXINE HYDROCHLORIDE S ORAL 75MG EVERY DAY PO  

LEVORPHANOL TARTRATE S ORAL 2MG QID PO  
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6386530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2007 6386530 EXPEDITED (15-DAY) Y OT GXKR2007GB06583 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension MIRTAZAPINE S ORAL ORAL  

VENLAFAXINE S  
6427503FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2007 6427503 NON-EXPEDITED Y HO 2007-153746-NL 82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation MIRTAZAPINE S  ORGANON

ARICEPT S ORAL 5 MG DAILY ORAL  
ARICEPT S ORAL 10 MG DAILY ORAL  
ARICEPT S ORAL 20 MG DAILY ORAL  
NAMENDA S ORAL 10 MG DAILY ORAL  
NAMENDA S ORAL 20 MG DAILY ORAL  
RISPERDAL S  
EFFEXOR S  
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4171257FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2007 4171257 EXPEDITED (15-DAY) Y DS DEWYE864730JUN04 75 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oesophageal achalasia VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Condition aggravated VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Depression VENLAFAXINE HYDROCHLORIDE S ORAL 3 DAY WYETH

BENSERAZIDE HYDROCHLORIDE
\LEVODOPA

S unknown  UNKNOWN

RYTHMOL C ORAL  KNOLL
ACETYLSALICYLIC ACID C  UNKNOWN
ATORVASTATIN C  UNKNOWN
HYDROCHLOROTHIAZIDE C  UNKNOWN
VALSARTAN C  UNKNOWN
ZOPICLONE C  UNKNOWN
TROSPIUM CHLORIDE C  UNKNOWN
CLOPIDOGREL C ORAL  UNKNOWN

6381952FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Aug-2007 6381952 EXPEDITED (15-DAY) Y DS HQWYE084517JUL07 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Headache EFFEXOR XR S ORAL  WYETH
Photopsia EFFEXOR XR S ORAL  WYETH
Mobility decreased EFFEXOR XR S ORAL  WYETH
Tremor RISPERIDONE C "0.5 @ hs" 26 DAY UNKNOWN
Agitation  
Emotional disorder  
Nausea  
Unevaluable event  
Vision blurred  
Weight increased  
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6234576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2007 6234576 EXPEDITED (15-DAY) N DE,CA HQWYE460305FEB07 3 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoplastic left heart syndrome EFFEXOR XR S TRANSPLACENTAL  WYETH
Multi-organ failure EFFEXOR XR S TRANSPLACENTAL "attempted to taper off

but was unsuccessful
and continued on
therapy at unknown
dose"

 WYETH

RANITIDINE C TRANSPLACENTAL 300 mg daily "only when
needed"

 UNKNOWN

IRON C TRANSPLACENTAL  UNKNOWN
NEXIUM C TRANSPLACENTAL 40 mg bid " only when

needed"
 ASTRAZENECA

6306783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2007 6306783 EXPEDITED (15-DAY) Y HO CHWYE551330APR07 42 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver disorder EFFEXOR S ORAL  WYETH
Abdominal pain upper EFFEXOR S unknown  WYETH
Anxiety FLURAZEPAM HYDROCHLORIDE C  ROCHE
Gamma-glutamyltransferase increased RISPERDAL C  JANSSEN
Alanine aminotransferase increased LORAZEPAM C  WYETH
Aspartate aminotransferase increased ETILEFRINE HYDROCHLORIDE C ORAL unknown  SANDOZ
Blood alkaline phosphatase increased ENTUMIN C ORAL 40 mg per day  SANDOZ
C-reactive protein increased ENTUMIN C 10 mg per day  SANDOZ
Nausea  
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6383942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2007 6383942 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2007065569

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression CHANTIX S  
Drug interaction EFFEXOR S  
6389492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2007 6389492 EXPEDITED (15-DAY) 2007-162385-NL Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension MIRTAZAPINE S ORAL DF  

VENLAFAXINE HYDROCHLORIDE S DF  

6391634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2007 6391634 EXPEDITED (15-DAY) Y OT 159576ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension MIRTAZAPINE S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S  
6576943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Aug-2007 6576943 EXPEDITED (15-DAY) Y OT 107#03#2007-02937 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension MIRTAZAPINE (MIRTAZAPINE) S ORAL ORAL  
Serotonin syndrome VENLAFAXINE S  
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6292110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2007 6292110 EXPEDITED (15-DAY) Y OT ESWYE260629MAR07 55 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis VENLAFAXINE HYDROCHLORIDE S ORAL 6 DAY WYETH
Nausea GELOCATIL C UNKNOWN 173 DAY
Pruritus TRAMADOL HYDROCHLORIDE C unknown 173 DAY UNKNOWN
Discomfort PAROXETINE C ORAL  UNKNOWN
Blood lactic acid increased  
Swelling face  
Vomiting  
6385959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Aug-2007 6385959 EXPEDITED (15-DAY) Y DS,OT FR-PFIZER
INC-2005161498

52 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuralgia NEURONTIN S Text:UP TO TWO

GRAMS-Freq:DAILY
 

Suicidal ideation LYRICA S  
Intervertebral disc protrusion KETAMINE HYDROCHLORIDE S  
Visual acuity reduced TRAMADOL HYDROCHLORIDE

AND ACETAMINOPHEN
S  

Vertigo EFFEXOR S  
Fatigue BROMAZEPAM C  
Impaired work ability RIVOTRIL C  
Drug ineffective ASPEGIC C Daily Dose:75MG  
Disturbance in attention  
Dizziness  
Muscle spasms  
No therapeutic response  
Pallor  
Somnolence  
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6386777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Aug-2007 6386777 EXPEDITED (15-DAY) Y HO,OT FRWYE166113AUG07 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount

unknown
1 DAY WYETH

Coma AMITRIPTYLINE
HYDROCHLORIDE

S ORAL overdose amount
unknown

1 DAY ROCHE

Drug level increased PROZAC C ORAL one intake of an
unknown dose

1 DAY

Suicide attempt THERALENE C ORAL one intake of an
unknown dose

1 DAY

Aspiration BROMAZEPAM C ORAL one intake of an
unknown dose

1 DAY UNKNOWN

Procedural complication  
Suicidal ideation  

6387526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2007 6387526 EXPEDITED (15-DAY) Y OT HQWYE521610AUG07 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S UNKNOWN unknown  WYETH

EFFEXOR XR S  WYETH
6387642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2007 6387642 EXPEDITED (15-DAY) Y HO FRWYE185917AUG07 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial flutter EFFEXOR XR S ORAL 75 mg total daily 5 DAY WYETH
Hot flush OXETORONE FUMARATE S ORAL unknown 4 DAY
Sensorimotor disorder CYAMEMAZINE S ORAL  
Hypertension CYAMEMAZINE S ORAL 5 DAY
Tachycardia  
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6387777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2007 6387777 EXPEDITED (15-DAY) Y HO DEWYE036717JUL07 56 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental disorder due to a general medical condition VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Hyponatraemia RAMIPRIL C ORAL 5 mg per day  UNKNOWN
Cognitive disorder  
Confusional state  
Memory impairment  
6387863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2007 6387863 EXPEDITED (15-DAY) Y HO HQWYE525713AUG07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR XR S ORAL unknown  WYETH
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6393187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Aug-2007 6393187 DIRECT N OT 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG DAILY PO  
Abdominal pain  
Affect lability  
Agitation  
Arthralgia  
Asthenia  
Diarrhoea  
Discomfort  
Disturbance in attention  
Dizziness  
Feeling cold  
Hallucination, auditory  
Headache  
Hyperaesthesia  
Hyperhidrosis  
Irritability  
Myalgia  
Nausea  
Paraesthesia  
Sensory disturbance  
Vertigo  
Visual impairment  
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6388550FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2007 6388550 EXPEDITED (15-DAY) Y HO NLWYE173014AUG07 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR XR S  WYETH
Somnolence neonatal EMADINE C  UNKNOWN
Agitation neonatal FOLIC ACID C  UNKNOWN
Feeding disorder neonatal  
Maternal exposure during pregnancy  
Neonatal candida infection  
6395797FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Aug-2007 6395797 EXPEDITED (15-DAY) Y HO 159737ISR 29 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia OXAZEPAM S  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S  
Agitation  
Blood creatine phosphokinase increased  
Blood pressure increased  
Clonus  
Coma scale abnormal  
Depressed level of consciousness  
Intentional overdose  
Mydriasis  
Pneumonia aspiration  
Sinus tachycardia  
Toxicity to various agents  
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Detailed Report
6337531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2007 6337531 EXPEDITED (15-DAY) N HO A0657047A 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes WELLBUTRIN S ORAL 150MG Per day  GLAXOSMITHKLINE
Leukopenia PEGASYS S SUBCUTANEOUS 45MG Per day 209 DAY
Thrombocytopenia EFFEXOR S  
Haematochezia CELEXA S  
Rectal haemorrhage UNSPECIFIED INGREDIENT S  
Diarrhoea BACLOFEN S  
Fatigue VOLTAREN S UNKNOWN  GLAXOSMITHKLINE
Red blood cell count decreased ZITHROMAX C  
Anxiety HYDROCHLOROTHIAZIDE C  
Restlessness TOPROL XL C  
Tremor ANTIBIOTIC C  
Abdominal discomfort  
Abdominal tenderness  
Accidental overdose  
Aggression  
Agitation  
Back pain  
Delirium  
Drug interaction  
Haemoglobin decreased  
Hepatomegaly  
Mental disorder  
Movement disorder  
Muscle rigidity  
Neck pain  
Respiratory distress  
Sinus tachycardia  

Page: 2,541 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6389419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2007 6389419 EXPEDITED (15-DAY) Y LT DEWYE199521AUG07 47 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Volvulus VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg daily  WYETH

SEROQUEL S ORAL 600 mg daily  UNKNOWN
SOLVEX C ORAL 8 mg daily  
LAMOTRIGINE C ORAL 200 mg daily  UNKNOWN

6389681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2007 6389681 EXPEDITED (15-DAY) Y HO,DS,LT DE-
ASTRAZENECA-2007PK
01750

46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Volvulus SEROQUEL S ORAL  ZENECA

VENLAFAXINE HYDROCHLORIDE S ORAL  
SOLVEX C ORAL  
LAMOTRIGINE C ORAL  

6393291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2007 6393291 DIRECT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S CAPSULE, EXTENDED

RELEASE
 WYETH

Drug dispensing error EFFEXOR S TABLET  WYETH
6410216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Aug-2007 6410216 DIRECT Y Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR S TABLET  WYETH
Intercepted drug dispensing error EFFEXOR XR S CAPSULE, DELAYED

RELEASE
 WYETH
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6254764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2007 6254764 EXPEDITED (15-DAY) Y CA,OT NLWYE776926FEB07 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac murmur EFFEXOR S TRANSPLACENTAL  WYETH
Abdominal distension  
Drug withdrawal syndrome neonatal  
Dyspnoea  
Maternal exposure during pregnancy  
Tremor neonatal  
6347609FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2007 6347609 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2007052340

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscular weakness CHANTIX S Text:every day  
Pain TRAZODONE HYDROCHLORIDE C  
Skin ulcer PREMPRO C  
Constipation EFFEXOR S Daily Dose:225MG  
Anxiety  
Cough  
Drug interaction  
Dysphonia  
Muscle tightness  
Pruritus  
Rash  
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6390494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2007 6390494 EXPEDITED (15-DAY) Y HO,LT HQWYE698420AUG07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome EFFEXOR XR S ORAL  WYETH
Staphylococcal infection SEROQUEL S ORAL  UNKNOWN

LAMICTAL C ORAL  
6390597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2007 6390597 EXPEDITED (15-DAY) Y HO FRWYE206422AUG07 86 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 3 DAY WYETH
Confusional state MODOPAR C ORAL  ROCHE
Fall CIPROFIBRATE C ORAL  

LORAZEPAM C ORAL  WYETH
SECTRAL C ORAL  ESP PHARMA

6394297FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2007 6394297 DIRECT N HO,LT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S 1X DAILY @6MONTHS

TO 1YR
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Detailed Report
6394298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2007 6394298 DIRECT N OT 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S 1 X DAILY 6 MTH
Restlessness ZOLOFT 100MG S 1 X DAILY 5 YR
Body temperature increased  
Coordination abnormal  
Diarrhoea  
Hypertension  
Nausea  
6399228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Aug-2007 6399228 DIRECT N 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG 1X/DAY PO  WYETH

6280381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6280381 EXPEDITED (15-DAY) Y HO FRWYE176526MAR07 87 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomagnesaemia EFFEXOR XR S ORAL 75 mg daily 37 DAY WYETH

OMEPRAZOLE C unknown  ASTRAZENECA
STILNOX C unknown  
NICARDIPINE HYDROCHLORIDE C unknown  SANDOZ
BROMAZEPAM C unknown  ROCHE
CORDARONE C unknown  SANOFI
ASPIRIN LYSINE C unknown  
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Detailed Report
6350670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6350670 EXPEDITED (15-DAY) Y HO HQWYE091024AUG05 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL "titrated up to 300 mg"  WYETH
Maternal exposure during pregnancy EFFEXOR XR S ORAL restarted dose and

frequency unspecified
 WYETH

Formication EFFEXOR XR S ORAL taper dose and
frequency unspecified

 WYETH

Tinnitus EFFEXOR XR S ORAL  WYETH
Suicidal ideation EFFEXOR XR S ORAL  WYETH

PROVIGIL C  CEPHALON
6391385FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6391385 EXPEDITED (15-DAY) Y HO DEWYE210023AUG07 1 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose VENLAFAXINE HYDROCHLORIDE S ORAL one capsule (overdose

amount 75 mg)
1 DAY WYETH

Accidental exposure to product by child  
6391405FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6391405 EXPEDITED (15-DAY) Y OT HQWYE628817AUG07 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 7 DAY WYETH
Intentional product misuse EFFEXOR XR S ORAL 38 DAY WYETH
Self-injurious ideation EFFEXOR XR S ORAL  WYETH
Decreased appetite ZYPREXA C ORAL  

LAMICTAL C ORAL  
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Freedom of Information Act (FOIA) 

Detailed Report
6391812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6391812 EXPEDITED (15-DAY) Y DE HQWYE761222AUG07 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning deliberate VENLAFAXINE HYDROCHLORIDE S self poisoning dose

unspecified
 WYETH

6391881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6391881 EXPEDITED (15-DAY) Y CA AUWYE213224AUG07 127 DAY Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital diaphragmatic hernia EFFEXOR XR S TRANSPLACENTAL 150 mg  WYETH
6391908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6391908 EXPEDITED (15-DAY) N OT CZ-PFIZER
INC-2007066132

34 YR Female CZE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence XANAX S ORAL Daily Dose:2MG  
Tension ZOLOFT S ORAL  
Nausea CITALOPRAM HYDROBROMIDE S  
Headache MOCLOBEMIDE S  
Anxiety DIBENZEPIN HYDROCHLORIDE S  
Apathy VENLAFAXINE HYDROCHLORIDE S  
Feeling of despair MIANSERIN HYDROCHLORIDE S  

CIPRALEX C ORAL  
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Detailed Report
6391991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6391991 EXPEDITED (15-DAY) OT CH-BOEHRINGER
INGELHEIM
PHARMACEUTICALS,
INC.-2007-DE-04904GD

63 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated PRAMIPEXOLE

DIHYDROCHLORIDE
S  BOEHRINGER INGELHEIM

Epilepsy VENLAFAXINE HYDROCHLORIDE S  
Hallucination, auditory  
6406523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Aug-2007 6406523 EXPEDITED (15-DAY) Y HO,LT GXKR2007NL06902 29 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia VENLAFAXINE HYDROCHLORIDE S 22.5 G, SINGLE DOSE  
Insulin C-peptide increased OXAZEPAM S 5 G, SINGLE DOSE  
Agitation  
Blood insulin increased  
Blood pressure increased  
Clonus  
Depressed level of consciousness  
Endotracheal intubation  
Eye movement disorder  
Gastric lavage  
Intentional overdose  
Mechanical ventilation  
Mydriasis  
Pneumonia aspiration  
Rhabdomyolysis  
Serotonin syndrome  
Sinus tachycardia  
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Detailed Report
6405878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Aug-2007 6405878 DIRECT Y HO 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Presyncope VENLAFAXINE HYDROCHLORIDE S ORAL 37.5MG EVERY DAY

PO
 

Dizziness ZALEPLON S ORAL 10MG HS PO  
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Detailed Report
6067498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2007 6067498 EXPEDITED (15-DAY) N HO,LT A0609185A 89 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hip fracture ADVAIR DISKUS S INHALATION  GLAXOSMITHKLINE
Post procedural infection COREG S ORAL  GLAXOSMITHKLINE
Hyponatraemia ANCEF S UNKNOWN 42 DAY GLAXOSMITHKLINE

TYLENOL S  GLAXOSMITHKLINE
REMERON S ORAL 15MG At night 3 YR
ULTRAM S  
DOCUSATE SODIUM S  
ASPIRIN S  GLAXOSMITHKLINE
PEPCID S  
LOVENOX S  
PREDNISONE S  
LASIX S  GLAXOSMITHKLINE
ALDACTONE S  GLAXOSMITHKLINE
KEFLEX S 7 DAY GLAXOSMITHKLINE
SLOW-MAG S  
PRO-BANTHINE S  
BEXTRA S  
COZAAR S  
NORVASC S  
DARVOCET S  
DUONEB S  
EFFEXOR XR S 225MG Per day  
TRAZODONE HYDROCHLORIDE S  
FLUTICASONE S INHALATION  GLAXOSMITHKLINE
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Detailed Report
6361897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Aug-2007 6361897 EXPEDITED (15-DAY) Y OT GBWYE992910JUL07 36 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Homicide DIAZEPAM C ORAL  UNKNOWN
Drug ineffective ZOPICLONE C ORAL  UNKNOWN
Drug interaction CARBAMAZEPINE C ORAL  UNKNOWN
Disinhibition VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
DULOXETINE S 60mg frequency

unknown
 ELI LILLY AND CO

6394280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2007 6394280 EXPEDITED (15-DAY) N DS HQWYE766623AUG07 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Nausea EFFEXOR XR S ORAL  WYETH
Burning sensation  
Dizziness  
Musculoskeletal stiffness  
Nerve injury  
Paraesthesia  
6394645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2007 6394645 NON-EXPEDITED N A0629447A 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor WELLBUTRIN XL S ORAL 450MG Per day  GLAXOSMITHKLINE
Drug administration error EFFEXOR XR S UNKNOWN 75MG Per day  

IMITREX C  GLAXOSMITHKLINE
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Detailed Report
6455150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Aug-2007 6455150 NON-EXPEDITED Y HO,RI KADN20070040 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose KADIAN S ORAL 80 MG, BID, PER ORAL  
Loss of consciousness OXYCODONE HYDROCHLORIDE S ORAL PER ORAL  
Lethargy EFFEXOR S ORAL PER ORAL  
Hypoxia LUNESTA C  
Hypoventilation NEURONTIN C  
Chills CODEINE C  
Sinus arrhythmia ALCOHOL C  
Dehydration  

6395822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2007 6395822 EXPEDITED (15-DAY) Y OT AUWYE231228AUG07 39 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL  WYETH
Maternal exposure during pregnancy EFFEXOR XR S ORAL  WYETH
Ectopic pregnancy SERETIDE C INHALATION 1 dose every 2 to 3 days  GLAXO WELLCOME
6401403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Aug-2007 6401403 NON-EXPEDITED N A0660626A 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness ALLI S ORAL 10 DAY GLAXOSMITHKLINE
Mood swings EFFEXOR S  
Discomfort  
Drug interaction  
Headache  
Ill-defined disorder  
Intentional product misuse  
Overdose  
Product quality issue  

Page: 2,552 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6333292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2007 6333292 EXPEDITED (15-DAY) Y HO,LT GBWYE835712JUN07 51 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Histiocytosis haematophagic EFFEXOR XR S ORAL  WYETH

ZYPREXA S ORAL  
6382671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2007 6382671 EXPEDITED (15-DAY) Y HO GBWYE143207AUG07 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional product misuse EFFEXOR S ORAL  WYETH
Anxiety EFFEXOR S  WYETH
Headache EFFEXOR XR S ORAL  WYETH
Bruxism  
6404750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2007 6404750 EXPEDITED (15-DAY) Y HO AU-
JNJFOC-20070806218

84 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium TRAMADOL HYDROCHLORIDE S ORAL  
Balance disorder EFFEXOR S ORAL  
Confusional state WARFARIN C UNKNOWN  
Fatigue AMIODARONE C UNKNOWN  
Pruritus  
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Detailed Report
6405052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2007 6405052 EXPEDITED (15-DAY) Y HO AU-
JNJFOC-20070900071

84 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome TRAMADOL HYDROCHLORIDE S UNKNOWN  
Drug interaction ATACAND PLUS C UNKNOWN  
Hypokalaemia SIMVASTATIN C UNKNOWN  
Vomiting PANTOPRAZOLE SODIUM C UNKNOWN  
Tremor VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
6410298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2007 6410298 DIRECT N OT 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75G  1 A DAY  PO  WYETH
Emotional disorder  
Mental impairment  
Sensory disturbance  
6411488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2007 6411488 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S  
Blindness unilateral  
Chromatopsia  
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6373917FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2007 6373917 EXPEDITED (15-DAY) Y CA HQWYE234226JUL07 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital hypothyroidism EFFEXOR XR S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy VITAMINS C TRANSPLACENTAL 2 daily  UNKNOWN

FISH OIL C TRANSPLACENTAL  
PROGESTERONE C TRANSPLACENTAL unknown  UNKNOWN

6405918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2007 6405918 EXPEDITED (15-DAY) Y OT GBWYE229728AUG07 33 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chills VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY WYETH
Condition aggravated DOSULEPIN C ORAL 75mg, frequency not

stated
 UNKNOWN

Panic attack  
Pyrexia  
6405960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2007 6405960 EXPEDITED (15-DAY) Y GBWYE063020JUL07 50 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia VENLAFAXINE HYDROCHLORIDE S ORAL 225mg, frequency

unknown
 WYETH

Tremor VENLAFAXINE HYDROCHLORIDE S ORAL 150mg, frequency
unknown

 WYETH

TETRAHYDROCANNABINOL S unknown  UNKNOWN
ALCOHOL S unknown  UNKNOWN
PROCYCLIDINE C ORAL  UNKNOWN
SIMVASTATIN C ORAL  UNKNOWN
DEPAKOTE C ORAL  UNKNOWN
FLUOXETINE C ORAL  
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Detailed Report
6406271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2007 6406271 EXPEDITED (15-DAY) Y OT GB-
ASTRAZENECA-2007GB
01764

46 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperprolactinaemia QUETIAPINE S ORAL  ZENECA
Breast pain EFFEXOR S  

RISPERIDONE S ORAL  
LITHIUM C  

6406461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2007 6406461 EXPEDITED (15-DAY) N HO HQWYE944930AUG07 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction EFFEXOR S unknown  WYETH
6406468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2007 6406468 EXPEDITED (15-DAY) Y HO CHWYE214524AUG07 71 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral haemorrhage EFFEXOR S ORAL  WYETH
Haematoma EFFEXOR S ORAL  WYETH
Headache NADROPARIN CALCIUM S SUBCUTANEOUS 10 DAY UNKNOWN
Somnolence METOPROLOL SUCCINATE C ORAL  ASTRAZENECA
Confusional state METOPROLOL SUCCINATE C ORAL  ASTRAZENECA
Neurological symptom COZAAR C ORAL 25 mg/100 mg 1 time

per day
 MERCK SHARP AND

DOHME
Oedema peripheral CARDURA C ORAL  
Abdominal distension  
Brain oedema  
Disorientation  
Tachycardia  
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6406469FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Sep-2007 6406469 EXPEDITED (15-DAY) Y HO GBWYE251303SEP07 35 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL  WYETH
Sleep disorder  

6138569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2007 6138569 EXPEDITED (15-DAY) DE,OT US-PURDUE-2011973 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose OXYCONTIN S INTRAVENOUS UNK mg, see text  
Drug abuser ALCOHOL S ORAL UNK, unk  
Asphyxia VENLAFAXINE HYDROCHLORIDE S ORAL UNK, unk  
Aspiration ACETAMINOPHEN S ORAL UNK, unk  
Choking  
Hyporeflexia  
Vomiting  
6407045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2007 6407045 EXPEDITED (15-DAY) Y DS HQWYE896629AUG07 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Paraesthesia EFFEXOR XR S ORAL  WYETH
Visual impairment EFFEXOR XR S ORAL  WYETH
Activities of daily living impaired  
Anorgasmia  
Drug effect decreased  
Mental impairment  
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6407067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2007 6407067 EXPEDITED (15-DAY) Y HO FRWYE246531AUG07 85 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxic skin eruption EFFEXOR XR S ORAL 37.5 mg (frequency

unknown)
56 DAY WYETH

Hyponatraemia COZAAR C unknown  MERCK SHARP AND
DOHME

Malaise TANAKAN C unknown  
Asthenia PRAVASTATIN C unknown  
Chills  
Dermatitis exfoliative  
Pruritus  
Psoriasis  
Skin exfoliation  
6407298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Sep-2007 6407298 NON-EXPEDITED Y A0635213A Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness REQUIP S ORAL  GLAXOSMITHKLINE
Drug interaction EFFEXOR S ORAL  

AMITRIPTYLINE S ORAL  

6408673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2007 6408673 EXPEDITED (15-DAY) Y DE,HO HQWYE009805SEP07 Unknown SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S overdose amount -

"large doses"
 WYETH

Shock  
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6408709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2007 6408709 EXPEDITED (15-DAY) Y DE,HO HQWYE944030AUG07 Unknown SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S overdose amount -

"large doses"
 WYETH

Shock LAMOTRIGINE S overdose amount
unknown

 UNKNOWN

6408710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2007 6408710 EXPEDITED (15-DAY) Y DE,HO HQWYE009705SEP07 Unknown SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S overdose amount -

"large doses"
 WYETH

Shock  
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6418880FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2007 6418880 EXPEDITED (15-DAY) Y DE 6037125 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome METOCLOPRAMIDE S  
Renal failure acute VENLAFAXINE S  
Convulsion LEVETIRACETAM S  
Psychomotor hyperactivity DIAZEPAM (DIAZEPAM) S  
Hypernatraemia PRIMIDONE S  
Hyperchloraemia PHENYTOIN S  
Dehydration CLONAZEPAM S  
No therapeutic response VALPROIC ACID C  
Rhabdomyolysis GABAPENTIN (GABAPENTIN) C  
Cardiomyopathy  
Catatonia  
Cerebral haemorrhage  
Conversion disorder  
Gliosis  
Hepatic necrosis  
Hypertension  
Myocardial infarction  
Pneumonia  
Renal tubular necrosis  
Urine ketone body present  

6360152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2007 6360152 EXPEDITED (15-DAY) Y HO GBWYE029116JUL07 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis EFFEXOR XR S ORAL  WYETH
Insomnia EFFEXOR XR S ORAL  WYETH
Night sweats GOSERELIN C SUBCUTANEOUS 3.6mg, frequency not

stated
 UNKNOWN
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6383264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Sep-2007 6383264 EXPEDITED (15-DAY) Y DS HQWYE415007AUG07 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Paraesthesia EFFEXOR XR S ORAL  WYETH
Dizziness EFFEXOR XR S ORAL  WYETH
Hypoaesthesia oral  
Presyncope  

6325622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2007 6325622 EXPEDITED (15-DAY) Y HO CHWYE720124MAY07 41 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR S ORAL 8 DAY WYETH
Nausea EFFEXOR S ORAL 10 DAY WYETH
Abdominal pain upper EFFEXOR S ORAL 59 DAY WYETH
Gastrointestinal motility disorder EFFEXOR S ORAL 7 DAY WYETH

EFFEXOR S ORAL reduction from 150 mg 20 DAY WYETH
SEROQUEL S ORAL 1034 DAY UNKNOWN
SEROQUEL S ORAL  UNKNOWN
PANTOPRAZOLE C ORAL  WYETH
FERRUM HAUSMANN C ORAL 53 DAY
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6330539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2007 6330539 EXPEDITED (15-DAY) N HO,OT DEWYE751230MAY07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemoptysis VENLAFAXINE HYDROCHLORIDE S ORAL 75 - 175 mg daily  WYETH
Panic reaction VENLAFAXINE HYDROCHLORIDE S  WYETH
Hyperhidrosis SALMETEROL XINAFOATE C  
Nightmare SALBUTAMOL C  UNKNOWN
Agitation  
Disturbance in attention  
Emotional disorder  
Epistaxis  
Fatigue  
Motor dysfunction  
Muscle spasms  
Muscle twitching  
Nervousness  
Suffocation feeling  
Suicidal ideation  
Tension  
Tinnitus  
Tremor  
Vaginal haemorrhage  
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6416203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2007 6416203 DIRECT N OT 62 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 1 PER DAY PO  WYETH
Abdominal discomfort  
Chills  
Disturbance in attention  
Headache  
Ill-defined disorder  
Tinnitus  
6416822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Sep-2007 6416822 DIRECT N OT 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG ONCE A DAY

PO
 WYETH

Anger EFFEXOR XR S ORAL 37 ONCE A DAY PO  
Ill-defined disorder  

6287400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2007 6287400 EXPEDITED (15-DAY) Y DS,CA GBWYE374905APR07 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital anomaly EFFEXOR XR S 225mg, frequency

unknown
 WYETH

Dysmorphism  
Feeding disorder  
Maternal exposure during pregnancy  
Motor dysfunction  
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6411543FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2007 6411543 EXPEDITED (15-DAY) Y HO GBWYE186317AUG07 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Movement disorder EFFEXOR XR S ORAL  WYETH
Headache CARBAMAZEPINE C unknown  UNKNOWN
Abdominal pain upper LORAZEPAM C unknown  UNKNOWN
Lethargy WARFARIN SODIUM C unknown  UNKNOWN
6411560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2007 6411560 EXPEDITED (15-DAY) Y OT HQWYE012605SEP07 60 YR Female COL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ophthalmoplegia EFFEXOR XR S ORAL  WYETH
6411811FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2007 6411811 EXPEDITED (15-DAY) Y HO HQWYE012205SEP07 24 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperthermia malignant EFFEXOR XR S ORAL 6 DAY WYETH
Pyrexia EFFEXOR XR S  WYETH
Drug interaction ZYVOX S INTRAVENOUS unknown  

ZOLOFT S UNKNOWN unknown  
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6411966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2007 6411966 EXPEDITED (15-DAY) N DE,HO B0486079A 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma DEROXAT S ORAL  GLAXOSMITHKLINE
Cardiac arrest EQUANIL S ORAL  UNKNOWN
Toxicity to various agents ACEPROMETAZINE

\MEPROBAMATE
S ORAL  UNKNOWN

Feeling abnormal EFFEXOR S ORAL  UNKNOWN
Hypothermia XANAX S ORAL  UNKNOWN
Mydriasis ZOLOFT S ORAL  UNKNOWN
Haemodynamic instability ALCOHOL C  
Hyperthermia  
Hypokalaemia  
Leukocytosis  
Rhabdomyolysis  
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6418755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2007 6418755 DIRECT N 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Animal bite EFFEXOR S ORAL 150 ML  1 A DAY  PO  
Abnormal sensation in eye  
Abnormal sleep-related event  
Anger  
Crying  
Drug withdrawal syndrome  
Eyelid disorder  
Feeling abnormal  
Feeling of body temperature change  
Headache  
Homicidal ideation  
Hyperhidrosis  
Impaired healing  
Inappropriate affect  
Influenza  
Irritability  
Memory impairment  
Muscle injury  
Nerve injury  
Nightmare  
Pain in extremity  
Suicidal ideation  
Weight increased  
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6412553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Sep-2007 6412553 EXPEDITED (15-DAY) Y HO FRWYE291311SEP07 85 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL  WYETH
Confusional state GINKGO EXTRACT S ORAL  
General physical health deterioration COAPROVEL C ORAL 1 dose (150mg/12.5mg)

per day
 UNKNOWN

Fall PARACETAMOL C ORAL 1 dose - on demand -  UNKNOWN
ASPIRIN C ORAL 75 mg total daily  BAYER
DUPHALAC C ORAL 1 dose - on demand -  
LORAZEPAM C ORAL unknown  WYETH

6269205FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2007 6269205 EXPEDITED (15-DAY) Y DS,OT HQWYE626710MAY05 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL 1 DAY WYETH
Abnormal dreams  
Amnesia  
Anxiety  
Asthenia  
Back pain  
Balance disorder  
Body mass index decreased  
Chills  
Cognitive disorder  
Confusional state  
Decreased appetite  
Dehydration  
Depersonalisation  
Depressed mood  
Depression  
Derealisation  
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6269205
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disorientation  
Dissociation  
Disturbance in attention  
Dizziness  
Dreamy state  
Drug intolerance  
Dyspnoea  
Eating disorder  
Fatigue  
Fear  
Feeling abnormal  
Feeling jittery  
Flashback  
Flat affect  
Food intolerance  
General physical health deterioration  
Headache  
Heart rate increased  
Hyperhidrosis  
Hypokalaemia  
Hyporeflexia  
Hypotonia  
Injury  
Insomnia  
Malaise  
Metabolic disorder  
Muscle atrophy  
Musculoskeletal pain  
Nausea  
Nervous system disorder  
Pain  
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6269205
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack  
Poor quality sleep  
Post-traumatic stress disorder  
Posture abnormal  
Psychiatric symptom  
Sedation  
Sleep disorder  
Sleep terror  
Somnolence  
Stress  
Suicidal ideation  
Tearfulness  
Tremor  
Unevaluable event  
Vertigo  
Visual impairment  
Vomiting  
Weight decreased  

Page: 2,569 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6413431FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2007 6413431 EXPEDITED (15-DAY) Y HO FRWYE277907SEP07 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal hypoxia EFFEXOR XR S TRANSPLACENTAL  WYETH
Agitation neonatal  
Caesarean section  
Hypertonia neonatal  
Hypotonia neonatal  
Maternal exposure during pregnancy  
Movement disorder  
Poor sucking reflex  
Respiration abnormal  
Respiratory rate decreased  
Somnolence neonatal  
Tremor neonatal  
6413445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2007 6413445 EXPEDITED (15-DAY) N OT HQWYE032506SEP07 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dependence EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL "for the past two years

she has attempted to
wean herself off the
drug"

 WYETH

Chest pain  
Crying  
Pain  
Tunnel vision  
Unevaluable event  

Page: 2,570 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6413446FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2007 6413446 EXPEDITED (15-DAY) Y OT CHWYE285810SEP07 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis toxic EFFEXOR S unknown  WYETH
6413483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2007 6413483 EXPEDITED (15-DAY) Y HO US-BRISTOL-MYERS
SQUIBB
COMPANY-13440755

52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope ARIPIPRAZOLE S ORAL  
Orthostatic hypotension EFFEXOR S ORAL  

COUMADIN C  
PRAVACHOL C  
FOSAMAX C  
FOLIC ACID C  
FLONASE C  

6413777FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2007 6413777 EXPEDITED (15-DAY) Y OT HQWYE021806SEP07 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S ORAL unknown  WYETH
Violence-related symptom EFFEXOR XR S  WYETH
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6431224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Sep-2007 6431224 DIRECT N HO 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stomatitis WARFARIN SODIUM S ORAL 10MG. AND 5MG

10MG3X A WK  5MG4X
PO

 TARO

Dyspnoea EFFEXOR XR S ORAL 150MG  DAILY  PO  
Depression  
Heart rate irregular  
Hypoaesthesia oral  
Insomnia  
Vision blurred  

6415396FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2007 6415396 EXPEDITED (15-DAY) Y HO DEWYE133506AUG07 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 20 tablets (overdose

amount 3000mg)
1 DAY WYETH

Somnolence ALCOHOL S ORAL one bottle 1 DAY UNKNOWN
Aspiration PIPAMPERONE S ORAL 44 tablets (overdose

amount 1760 mg)
1 DAY UNKNOWN

CYMBALTA S ORAL 30 tablets (overdose
amount 1800 mg)

1 DAY ELI LILLY AND CO

MIRTAZAPINE S ORAL 20 tablets (overdose
amount 600 mg)

1 DAY UNKNOWN
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6415484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2007 6415484 EXPEDITED (15-DAY) Y OT SEWYE311414SEP07 20 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR S ORAL  WYETH

EFFEXOR S ORAL  WYETH
EFFEXOR S  WYETH
LORAZEPAM C ORAL 1-2 tablets in the day

and 2-3 tablets in the
evening

 WYETH

6415575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2007 6415575 EXPEDITED (15-DAY) OT US-PFIZER
INC-2007074856

60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression CHANTIX S Freq:EVERY DAY  
Drug interaction ZOCOR C  

MAXZIDE C  
NORVASC C  
FOSAMAX C  
PREMPRO C  
SYNTHROID C  
ELAVIL S Daily Dose:150MG-

Freq:EVERY DAY
 

EFFEXOR S Daily Dose:225MG-
Freq:EVERY DAY

 

MIRTAZAPINE S Daily Dose:45MG-
Freq:EVERY DAY

 

SEROQUEL S Daily Dose:400MG-
Freq:EVERY DAY
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6415715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2007 6415715 EXPEDITED (15-DAY) Y OT FRWYE293912SEP07 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension EFFEXOR XR S ORAL  WYETH
Fall  
Loss of consciousness  
Malaise  
6415808FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Sep-2007 6415808 EXPEDITED (15-DAY) Y HO GBWYE305313SEP07 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial flutter EFFEXOR S ORAL 225mg, frequency

unknown
 WYETH

Electrocardiogram T wave inversion  

6338433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2007 6338433 EXPEDITED (15-DAY) N OT HQWYE644415JUN07 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR XR S ORAL  WYETH
Unevaluable event RISPERIDONE C ORAL 0.5 mg; HS  JANSSEN
Hot flush LEVOTHYROXINE SODIUM C ORAL 100 mcg daily  UNKNOWN

BUSPIRONE HYDROCHLORIDE C ORAL  ASTRAZENECA
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6427429FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Sep-2007 6427429 DIRECT N OT 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG ONCE DAILY

PO
 WYETH

Nervous system disorder EFFEXOR XR S ORAL 75 MG ONCE DAILY PO  WYETH
Dizziness  
Hypoaesthesia  
Speech disorder  
Visual impairment  

6267317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2007 6267317 EXPEDITED (15-DAY) Y HO FRWYE026714MAR07 62 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatic disorder EFFEXOR S ORAL 150 mg total daily  WYETH
Pruritus ZOPICLONE C ORAL unknown  
Abdominal pain  
Asthenia  
Dry mouth  
Dysgeusia  
6419741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2007 6419741 EXPEDITED (15-DAY) Y LT,OT DEWYE296412SEP07 < 1 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyanosis neonatal VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 150 mg in the morning

and 75 mg in the
evening

 WYETH

Anaemia neonatal VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 150 mg in the morning  WYETH
Maternal exposure during pregnancy  
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6420966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2007 6420966 EXPEDITED (15-DAY) N OT HQWYE121512SEP07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Tachycardia EFFEXOR XR S ORAL  WYETH

LIPITOR C unknown  
SPIRIVA C unknown  BOEHRINGER INGELHEIM
HYDROCHLOROTHIAZIDE C ORAL  UNKNOWN

6428367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Sep-2007 6428367 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria EFFEXOR XR S ORAL 1  XDAY  PO  

6423666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2007 6423666 EXPEDITED (15-DAY) Y HO FRWYE331418SEP07 75 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Prostatic adenoma EFFEXOR XR S ORAL  WYETH
Urinary retention XANAX C unknown  
Bladder dilatation  
Prostatitis  
6423676FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2007 6423676 EXPEDITED (15-DAY) N OT HQWYE131813SEP07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide EFFEXOR S  WYETH
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6429379FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2007 6429379 DIRECT Y 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG EACH DAY PO 3 YR WYETH
Constipation  
Disturbance in attention  
Fatigue  
Hot flush  
Impaired work ability  
Influenza like illness  
Nausea  
Paraesthesia  

6161689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2007 6161689 EXPEDITED (15-DAY) Y HO,DS,LT HQWYE790209OCT06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident EFFEXOR XR S ORAL  WYETH
Injury LISINOPRIL C ORAL  UNKNOWN
Concussion LUNESTA C ORAL 3 mg prn  SEPRACOR

POTASSIUM CHLORIDE C ORAL  UNKNOWN
NITROGLYCERIN C SUBLINGUAL 1 tab prn  
CRESTOR C ORAL  ASTRAZENECA
HYDROCHLOROTHIAZIDE C ORAL  UNKNOWN
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6424728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Sep-2007 6424728 EXPEDITED (15-DAY) Y OT AU-
ABBOTT-07P-008-04168
85-00

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoglycaemia HUMIRA S  

AZATHIOPRINE S  
VENLAFAXINE HYDROCHLORIDE S  
DEXAMPHETAMINE S  
NUMEROUS MEDICATIONS C  

6373975FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2007 6373975 EXPEDITED (15-DAY) Y HO,LT HQWYE310031JUL07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gestational hypertension EFFEXOR XR S ORAL  WYETH
Maternal exposure during pregnancy EFFEXOR XR S  WYETH
Caesarean section EFFEXOR XR S  WYETH
Pregnancy WELLBUTRIN XL C ORAL  GLAXOSMITHKLINE

VITAMINS NOS C ORAL unknown  UNKNOWN
6390004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2007 6390004 EXPEDITED (15-DAY) Y HO HQWYE770525JUN07 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL unknown  WYETH
Nervousness EFFEXOR XR S ORAL 26 DAY WYETH
Hyperhidrosis EFFEXOR XR S ORAL 17 DAY WYETH
Panic attack EFFEXOR XR S  WYETH
Dyspnoea AMBIEN C 12.5 mg from 2 to 3

times daily
 

Anxiety  
Confusional state  
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6425529FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2007 6425529 EXPEDITED (15-DAY) OT PHNR2007AU01876 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion CAFERGOT S  NOVARTIS

EFFEXOR XR S ORAL 150 mg, UNK  
CODEINE PHOSPHATE
\DOXYLAMINE SUCCINATE

S  

NIZORAL S  
ACETAMINOPHEN AND CODEINE S  
TRAMADOL HYDROCHLORIDE S 200 mg, QD  

6426607FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2007 6426607 EXPEDITED (15-DAY) Y CA AUWYE332219SEP07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary malformation EFFEXOR XR S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy  
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6426608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2007 6426608 EXPEDITED (15-DAY) Y DE,HO FRWYE301913SEP07 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL overdose amount

unknown
1 DAY WYETH

Coma ACEPROMETAZINE
\MEPROBAMATE

S ORAL overdose amount
unknown

1 DAY

Haemodynamic instability ALCOHOL S ORAL overdose amount
unknown

1 DAY UNKNOWN

Cardiac arrest ZOLOFT S ORAL overdose amount
unknown

1 DAY

Hypothermia DEROXAT S ORAL overdose amount
unknown

1 DAY

Leukocytosis EQUANIL S ORAL overdose amount
unknown

1 DAY WYETH

Rhabdomyolysis XANAX S ORAL overdose amount
unknown

1 DAY

Blood potassium decreased  
Bradycardia  
Hyperthermia  
Respiratory depression  
6434647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Sep-2007 6434647 DIRECT N DS,LT,OT 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR S ORAL 75MG  1 DAILY  PO  WYETH
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3711263FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2007 3711263 EXPEDITED (15-DAY) Y HO,OT HQ6040517SEP2001 44 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancytopenia EFFEXOR XR S ORAL  WYETH

SENOKOT C ORAL as needed  
DIAZEPAM C ORAL  UNKNOWN
LACTULOSE C ORAL as needed  UNKNOWN
MS CONTIN C ORAL  
MORPHINE C ORAL 50mg as needed  UNKNOWN

6343971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2007 6343971 EXPEDITED (15-DAY) Y HO,CA DEWYE899022JUN07 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cleft palate VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg in the morning

and 75 mg in the
evening

 WYETH

Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S  WYETH
Eye disorder  
Premature baby  
6404796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2007 6404796 EXPEDITED (15-DAY) Y OT HQWYE830227AUG07 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Emotional disorder EFFEXOR XR S ORAL 37.5 mg every 1 Tot 1 DAY WYETH
Anxiety  
Hypoaesthesia  
Tremor  
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6427546FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2007 6427546 EXPEDITED (15-DAY) N OT DEWYE333819SEP07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg in the morning  WYETH
Hypoaesthesia CAFFEINE\CARZENIDE

\MOXAVERINE
S ORAL on demand  

Circulatory collapse  
Pharyngeal oedema  
Tachycardia  
Tremor  
6439704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Sep-2007 6439704 EXPEDITED (15-DAY) Y DE 2007-164512-NL 33 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide MIRTAZAPINE S ORAL 30 MG ORAL 53 DAY
Asphyxia LORAZEPAM S ORAL 2 MG/5 MG/6 MG/ 4 MG

ORAL
47 DAY

ZOLPIDEM S ORAL 10 MG ORAL 10 DAY
VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG/75 MG ORAL 1 DAY

6416694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2007 6416694 EXPEDITED (15-DAY) N HO,OT PHEH2007US10663 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hospitalisation RITALIN S ORAL "3 in Am & 3 in PM"  NOVARTIS
Depressed mood EFFEXOR XR S  
Drug ineffective  
Euphoric mood  
Poor quality drug administered  

Page: 2,582 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6438911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Sep-2007 6438911 DIRECT N RI 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuropathy peripheral EFFEXOR S ORAL 37.5 1 TIME PER DAY

PO
 WYETH

Diabetes mellitus ROZEREM S ORAL 8 MG 1 PER DAY PO  TAKEDA
Anxiety  
Jaundice  

6430111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2007 6430111 EXPEDITED (15-DAY) Y HO FRWYE369025SEP07 40 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 2 DAY WYETH
Hallucination, visual PROZAC S ORAL  
Anterograde amnesia  
Bradyphrenia  
Confusional state  
Generalised tonic-clonic seizure  
Headache  
Personality change due to a general medical
condition

 

Serotonin syndrome  
Tremor  
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6430435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Sep-2007 6430435 EXPEDITED (15-DAY) Y OT HQWYE265221SEP07 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 1 WEEK WYETH
Urticaria EFFEXOR XR S ORAL  WYETH
Weight increased EFFEXOR XR S ORAL  WYETH
Flatulence EFFEXOR XR S ORAL 4 DAY WYETH
Abdominal discomfort EFFEXOR XR S ORAL  WYETH
Mydriasis SINGULAIR C 10 mg QAM  MERCK SHARP AND

DOHME
Heart rate increased ALLEGRA C as needed  HOECHST
Abnormal dreams  
Aggression  
Agitation  
Dizziness  
Drug withdrawal syndrome  
Fatigue  
Feeling abnormal  
Headache  
Inappropriate affect  
Memory impairment  
Muscle twitching  
Nausea  
Pruritus  
Speech disorder  
Tinnitus  
Unevaluable event  
Vertigo  
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6431221FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2007 6431221 EXPEDITED (15-DAY) Y HO DEWYE210523AUG07 15 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL unknown 1 DAY WYETH
Somnolence CETIRIZINE HYDROCHLORIDE S ORAL 5 tablets 1 DAY UNKNOWN

ALCOHOL S ORAL unknown 1 DAY UNKNOWN
DICLOFENAC S ORAL unknown 1 DAY UNKNOWN
PARACETAMOL S ORAL 20 tablets (overdose

amount 10000 mg)
1 DAY UNKNOWN

ACETYLSALICYLIC ACID S ORAL 1 tablet 1 DAY UNKNOWN
DIAZEPAM S ORAL 25 ml 1 DAY UNKNOWN

6431480FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2007 6431480 NON-EXPEDITED N US-
ASTRAZENECA-2006U
W18658

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ill-defined disorder ARIMIDEX S ORAL  ZENECA
Constipation EFFEXOR S  
Nausea  
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6431941FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2007 6431941 EXPEDITED (15-DAY) Y OT HQWYE586416AUG07 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Eye disorder XANAX C ORAL 0.5 mg TID prn  
Aggression  
Antisocial behaviour  
Blindness  
Chest pain  
Diarrhoea  
Drug ineffective  
Eating disorder  
Hallucination, visual  
Inferiority complex  
Insomnia  
Sleep terror  
Swelling  
Tinnitus  
Unevaluable event  
Weight decreased  
6432048FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Oct-2007 6432048 EXPEDITED (15-DAY) Y OT HQWYE255620SEP07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S unknown  WYETH
Condition aggravated EFFEXOR XR S  WYETH
Self-injurious ideation  
Violence-related symptom  
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6431971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2007 6431971 EXPEDITED (15-DAY) N OT AUWYE340320SEP07 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Nausea EFFEXOR XR S ORAL  WYETH
Vomiting EFFEXOR XR S ORAL  WYETH
Headache EFFEXOR XR S ORAL  WYETH
Blood pressure increased LIPITOR C  
Dizziness VALIUM C  ROCHE
6439582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2007 6439582 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR XR S ORAL 1 CAPSULE DAILY PO  WYETH
Anxiety  
Dizziness  
Drug withdrawal syndrome  
Headache  
Mood swings  
Myalgia  
Nausea  
Suicidal ideation  

6074336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2007 6074336 EXPEDITED (15-DAY) Y OT GBWYE642222MAY06 Unknown IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction VENLAFAXINE HYDROCHLORIDE S 150 mg, freqeuncy

unknown
 WYETH

Maternal exposure during pregnancy  
Unevaluable event  
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6433753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2007 6433753 EXPEDITED (15-DAY) Y OT HQWYE275324SEP07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S unknown  WYETH
Violence-related symptom  
6434309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2007 6434309 EXPEDITED (15-DAY) Y OT GBWYE379726SEP07 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL unknown  WYETH
Panic attack EFFEXOR S ORAL 75mg, frequency

unknown
 WYETH

6434404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2007 6434404 EXPEDITED (15-DAY) Y HO FR-WYE-G00397507 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL unknown  WYETH

RIVOTRIL S ORAL unknown  ROCHE
ATARAX S ORAL unknown  PFIZER
BROMAZEPAM S ORAL unknown  ROCHE
OXYCONTIN S ORAL unknown  PURDUE
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6439528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2007 6439528 DIRECT Y DS,OT 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150MG, 75 MG, 37.5MG

DAILY  PO
3 MTH

Abdominal pain  
Abdominal pain upper  
Anxiety  
Condition aggravated  
Diarrhoea  
Disturbance in attention  
Dizziness  
Fatigue  
Nausea  
Paraesthesia  
Paraesthesia oral  
Retching  
Tearfulness  
Tremor  
Vision blurred  

6272909FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2007 6272909 EXPEDITED (15-DAY) Y DE,CA,OT FRWYE124521MAR07 Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR S TRANSPLACENTAL unknown  WYETH
Maternal exposure during pregnancy  
Trisomy 21  
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6434903FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2007 6434903 EXPEDITED (15-DAY) N DS HQWYE340927SEP07 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 2 MTH WYETH
Nausea EFFEXOR XR S ORAL 4 DAY WYETH
Motion sickness EFFEXOR XR S ORAL 7 DAY WYETH
Nasal congestion EFFEXOR XR S ORAL 4 DAY WYETH
Constipation  
Dry eye  
Vision blurred  
6435037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2007 6435037 EXPEDITED (15-DAY) HO,LT PHBS2007ES16188 50 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome TOFRANIL S ORAL 150 mg/day  NOVARTIS
Rhabdomyolysis VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg/day 112 DAY
Blood creatine phosphokinase increased ANAFRANIL S ORAL 150 mg/day 510 DAY
Haemodialysis ALPRAZOLAM C 3 mg/day  
Drug interaction CINITAPRIDE C ORAL 3 mg, TID  

ZYPREXA C ORAL 5 mg, QD  
PARIET C ORAL  
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6435336FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Oct-2007 6435336 EXPEDITED (15-DAY) Y HO FR-WYE-G00402507 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuser EFFEXOR XR S ORAL unknown  WYETH

UNSPECIFIED INGREDIENT S ORAL unknown  
MORPHINE SULFATE S ORAL unknown  
KETOPROFEN C ORAL 1 and 2 (unspecified

form) total daily
 AVENTIS

LYRICA C ORAL unknown  PFIZER
AMITRIPTYLINE
HYDROCHLORIDE

C ORAL unknown  ROCHE

TOPIRAMATE C ORAL unknown  JANSSEN
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6435964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2007 6435964 EXPEDITED (15-DAY) Y DE,HO,LT,OT FRWYE368625SEP07 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR S ORAL 50 mg 3 times per day

and then dose reduced
68 DAY WYETH

Renal failure acute AMOXICILLIN S ORAL 5 DAY UNKNOWN
General physical health deterioration AUGMENTIN ORAL S ORAL 1 dose 3 times per day,

and then 2 tablets total
daily

5 DAY

Protein albumin ratio decreased DIGOXINE S ORAL  UNKNOWN
White blood cell count increased COLCHICINE S ORAL 15 DAY UNKNOWN
Neutrophil percentage increased LASIX S ORAL  
Blood lactate dehydrogenase increased RISPERDAL C unknown  JANSSEN
Prothrombin time ratio decreased AMLOR C  PFIZER
Coagulation factor V level decreased KALEORID C 1200 mg total weekly  
Gamma-glutamyltransferase increased ASPIRIN LYSINE C  
C-reactive protein increased XANAX C 1 mg total daily  
Fibrin D dimer increased AMITRIPTYLINE

HYDROCHLORIDE
C  ROCHE

Antithrombin III decreased  
Cardioactive drug level increased  
Dyspnoea  
Hyperuricaemia  
Lung disorder  
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6436585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2007 6436585 EXPEDITED (15-DAY) Y HO CHWYE368725SEP07 79 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delusion EFFEXOR S ORAL 6 DAY WYETH
Aggression EFFEXOR S ORAL 75 mg per day 3 DAY WYETH
Restlessness MEMANTINE HYDROCHLORIDE S ORAL 4 DAY UNKNOWN
Sleep disorder REMINYL S ORAL 4 DAY JANSSEN
Drug withdrawal syndrome LORAZEPAM S 0.5-1.5 mg per day 8 DAY WYETH

TOREM C ORAL  
PRAVASTATIN SODIUM C ORAL  UNKNOWN
REMERON C ORAL  
ASPIRIN C ORAL 570 DAY BAYER
PLAVIX C ORAL  SANOFI

6436644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2007 6436644 EXPEDITED (15-DAY) N OT HQWYE341027SEP07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL dose and frequency

unspecified
 WYETH

Drug dependence EFFEXOR XR S ORAL "tapered off" dose and
frequency unspecified

 WYETH

Dizziness  
Impaired driving ability  
Nausea  
Paraesthesia  
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6436720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Oct-2007 6436720 EXPEDITED (15-DAY) Y HO,LT NLWYE367425SEP07 88 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT prolonged EFFEXOR XR S  WYETH
Supraventricular tachycardia ACETYLSALICYLIC ACID C  UNKNOWN
Antidepressant drug level increased PANTOZOL C  WYETH
Subileus MOVICOL C  
Contusion COLECALCIFEROL C  UNKNOWN
Fall LACTULOSE C  UNKNOWN
Angina pectoris  
Drug ineffective  
Pain  
Spinal compression fracture  

6315570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2007 6315570 EXPEDITED (15-DAY) Y OT HQWYE073908MAY07 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL  WYETH
Abnormal sensation in eye  
Crying  
Dizziness  
Drug withdrawal syndrome  
Irritability  
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6395122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2007 6395122 EXPEDITED (15-DAY) N OT HQWYE793524AUG07 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL slowly tapered up to

187.5 mg daily
 WYETH

Alopecia EFFEXOR XR S ORAL  WYETH
Panic attack EFFEXOR XR S ORAL  WYETH
Confusional state LAMICTAL S unknown  
Feeling abnormal PROVIGIL C unknown  CEPHALON
Crying  
Weight increased  
6429775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2007 6429775 EXPEDITED (15-DAY) DE,HO FR-
AVENTIS-200712964FR

83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal failure acute LASIX S ORAL  AVENTIS
Asthenia COLCHICINE S ORAL  
Dyspnoea EFFEXOR S ORAL  
Hepatitis EFFEXOR S ORAL dose: DOSE  
Cardioactive drug level increased AMOXICILLIN S ORAL  
Hyperkalaemia AUGMENTIN S ORAL  
Hepatic failure AUGMENTIN S ORAL  

DIGOXINE S ORAL  
AMLOR C ORAL  
KALEORID C ORAL  
ASPIRIN LYSINE C ORAL  
XANAX C ORAL  
AMITRIPTYLINE C ORAL  
RISPERDAL C ORAL  
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6437375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2007 6437375 EXPEDITED (15-DAY) N DS HQWYE375228SEP07 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 7 DAY WYETH
Drug ineffective EFFEXOR XR S ORAL 7 DAY WYETH
Malaise EFFEXOR XR S ORAL 63 DAY WYETH
Balance disorder  
Dizziness  
Nausea  
Tinnitus  
6437381FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2007 6437381 EXPEDITED (15-DAY) Y CA PL-WYE-H00485707 Unknown POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Trisomy 21 EFFEXOR XR S TRANSPLACENTAL 75 mg, frequency

unknown
 WYETH

Maternal exposure during pregnancy  
6437495FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2007 6437495 EXPEDITED (15-DAY) N OT US-WYE-H00414507 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 mg frequency

unknown
 WYETH

Dizziness EFFEXOR XR S ORAL "titrated completely off
Effexor XR"

 WYETH

Diarrhoea  
Fatigue  
Nausea  
Paraesthesia  
Suicidal ideation  
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6437653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Oct-2007 6437653 EXPEDITED (15-DAY) Y DEWYE380026SEP07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vitamin C deficiency VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Selenium deficiency  
Vitamin E deficiency  
Zinc deficiency  

6445794FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2007 6445794 EXPEDITED (15-DAY) Y DE,LT DSA_30669_2007 33 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LORAZEPAM S ORAL 4 MG QD ORAL, 6MG

QD ORAL, 5 MG QD
ORAL, 2 MG QD ORAL

 

EFFEXOR S ORAL 75 MG QD IRAKM 37.5
MG QD ORAL

 

REMERON S ORAL 30 MG QD ORAL  
ZOLPIDEM TARTRATE S ORAL 10 MG QD ORAL  

6438855FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2007 6438855 EXPEDITED (15-DAY) Y OT DK-WYE-G00406207 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Teeth brittle EFFEXOR S ORAL  WYETH

AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 50 mg every 1 Tot  

REMERON S ORAL  
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6438871FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2007 6438871 EXPEDITED (15-DAY) Y OT CA-WYE-G00425107 73 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematemesis EFFEXOR S ORAL  WYETH
Diarrhoea haemorrhagic WARFARIN SODIUM S ORAL  

TRYPTOPHAN S ORAL  ICN
ACETYLSALICYLIC ACID S ORAL  NOVOPHARM
CAPTOPRIL C  UNKNOWN
SENOKOT C  
MEVACOR C  MERCK SHARP AND

DOHME
RANITIDINE HYDROCHLORIDE C  UNKNOWN

6439305FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2007 6439305 EXPEDITED (15-DAY) Y HO,LT ES-WYE-G00424107 50 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis VENLAFAXINE HYDROCHLORIDE S ORAL 111 DAY WYETH
Serotonin syndrome CINITAPRIDE C ORAL  UNKNOWN
Drug interaction ALPRAZOLAM C OPHTHALMIC  

ZYPREXA C  
PARIET C unknown  JANSSEN
ANAFRANIL S ORAL 509 DAY NOVARTIS
TOFRANIL S ORAL  NOVARTIS
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6444413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2007 6444413 EXPEDITED (15-DAY) Y HO DSA_30679_2007 79 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression LORAZEPAM S DF (UKNOWN)  
Restlessness EFFEXOR S ORAL 37.5 MG QD ORAL, 75

MG QD ORAL
 

Delusion MEMANTINE HYDROCHLORIDE S ORAL 5 MG QD ORAL  
Sleep disorder GALANTAMINE S ORAL 4 MG QD ORAL  
Drug withdrawal syndrome TOREM C  
Treatment noncompliance REMERON C  

ASPIRIN C  
PRAVASTATIN SODIUM C  
PLAVIX C  

6450499FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2007 6450499 DIRECT N OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG ONCE DAILY PO 30 MTH WYETH
Balance disorder  
Confusional state  
Diarrhoea  
Dizziness  
Drug prescribing error  
Nausea  
Pain  
Paraesthesia  
Tinnitus  
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6297342FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2007 6297342 EXPEDITED (15-DAY) Y DE,OT HQWYE600517APR07 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL overdose amount

unknown
1 DAY WYETH

Diarrhoea EFFEXOR XR S  WYETH
Vomiting LIPITOR C  
Dyspnoea ATIVAN C 1 mg (3 times a day as

needed)
 WYETH

Gastrointestinal disorder TYLENOL C 650 mg as needed  
Antidepressant drug level increased RISPERIDONE C unknown dose prn  UNKNOWN

DEPAKOTE C 1000 mg in AM, 1500
mg in PM daily

 UNKNOWN

WELLBUTRIN XL C  GLAXOSMITHKLINE
RISPERDAL CONSTA C  JANSSEN
PROMETHAZINE C unknown dose, daily  UNKNOWN
COGENTIN C unknown dose prn  MERCK SHARP AND

DOHME
CLOZAPINE C unknown dose prn  UNKNOWN
ASCORBIC ACID\CALCIUM
PANTOTHENATE
\CYANOCOBALAMIN\PYRIDOXINE
HYDROCHLORIDE\RIBOFLAVIN
\THIAMINE MONONITRATE

C unknown dose daily  NOVOPHARM

6322662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2007 6322662 EXPEDITED (15-DAY) Y OT FRWYE691521MAY07 55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Non-Hodgkin's lymphoma recurrent EFFEXOR XR S ORAL  WYETH
Anaemia  
Infection  
Neutropenia  
Pyrexia  
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6409747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2007 6409747 EXPEDITED (15-DAY) Y OT HQWYE876702JUL07 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S UNKNOWN  WYETH
Feeling abnormal EFFEXOR XR S UNKNOWN  WYETH
Weight increased EFFEXOR XR S UNKNOWN  WYETH
Hyperhidrosis EFFEXOR XR S UNKNOWN "tried to get off"  WYETH
Nightmare ZYRTEC C UNKNOWN  
Drug withdrawal syndrome ZANTAC C UNKNOWN  
Drug ineffective  
Fear  
Malaise  
6440089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Oct-2007 6440089 EXPEDITED (15-DAY) Y OT IE-WYE-G00431507 40 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extrapyramidal disorder EFFEXOR XR S ORAL 150mg frequency

unknown
 WYETH

Antipsychotic drug level increased EFFEXOR XR S ORAL 75mg frequency
unknown

 WYETH

Tremor LITHIUM S ORAL 1200mg frequency
unknown

 UNKNOWN

Headache LITHIUM S 1000mg frequency
unknown

 UNKNOWN

Dysarthria LITHIUM S 900mg frequency
unknown

 UNKNOWN

EFFEXOR S ORAL  WYETH

6440664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2007 6440664 EXPEDITED (15-DAY) Y OT GB-WYE-G00444507 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intraocular pressure increased EFFEXOR S unknown 2 YR WYETH
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6441116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2007 6441116 EXPEDITED (15-DAY) Y DS US-WYE-H00492407 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Headache EFFEXOR XR S ORAL  WYETH
Unevaluable event EFFEXOR XR S ORAL  WYETH
Dizziness  
Memory impairment  
Nausea  
Photopsia  
Tinnitus  
Urine abnormality  
Weight increased  
6441645FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2007 6441645 EXPEDITED (15-DAY) Y DE FR-PFIZER
INC-2007083293

46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma XANAX S ORAL  
Death ZOLOFT S ORAL  

EQUANIL S ORAL  
ACEPROMETAZINE
\MEPROBAMATE

S ORAL  

EFFEXOR S ORAL  
DEROXAT S ORAL  

6446991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Oct-2007 6446991 DIRECT Y OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 150MG DAILY PO  
Dizziness  
Nausea  
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6360235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2007 6360235 EXPEDITED (15-DAY) Y OT DEWYE019913JUL07 20 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Aggression  
6394835FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2007 6394835 EXPEDITED (15-DAY) N HO US-
KINGPHARMUSA00001-
K200701063

Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Glomerulonephritis membranous ALTACE S ORAL UNK, qd 361 DAY KING
Hepatitis cholestatic CHLORAMBUCIL S ORAL 12 mg, qd 29 DAY
Jaundice TAHOR S ORAL 20 mg, UNK 361 DAY
Pruritus EFFEXOR S UNK, qd 361 DAY
Scratch ALDACTONE C ORAL 75 mg, qd  
Impetigo LASIX C ORAL 80 mg, qd  
Blood alkaline phosphatase increased LEVOTHYROX C ORAL 100 ug, qd  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Gamma-glutamyltransferase increased  
6446739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2007 6446739 DIRECT N OT 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 DAILY PO  WYETH
Asthenia  
Dizziness  
Drug administration error  
Headache  
Inappropriate schedule of drug administration  
Nausea  
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6491712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2007 6491712 NON-EXPEDITED Y OT S06-USA-04506-01 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation LEXAPRO S ORAL 10 MG QD PO  

EFFEXOR XR S 150 MG QD  

6068897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6068897 EXPEDITED (15-DAY) N OT HQWYE520024MAY06 37 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL  WYETH
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Anxiety EFFEXOR S ORAL  WYETH
Mood altered EFFEXOR S ORAL  WYETH
Fatigue EFFEXOR S ORAL  WYETH
Sedation EFFEXOR S ORAL  WYETH
Drug abuser EFFEXOR S ORAL  WYETH
Pruritus EFFEXOR XR S ORAL 675 mg daily  WYETH
Hypertension EFFEXOR XR S ORAL self-medicating with

various doses maximum
dose 900 mg daily

 WYETH

Insomnia EFFEXOR XR S ORAL  WYETH
Drug dependence ACETYLSALICYLIC ACID C ORAL unknown, taken on

occasion
 UNKNOWN

Drug ineffective POLARAMINE C ORAL unknown dosage, taken
every night

 SCHERING

RIVOTRIL C ORAL 1/4 0.5mg AM, 1/4
0.5mg PM

 ROCHE

PARACETAMOL C ORAL unknown, taken on
occasion

 UNKNOWN
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6394558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6394558 EXPEDITED (15-DAY) Y HO FRWYE230928AUG07 45 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brief psychotic disorder with marked stressors EFFEXOR XR S ORAL 75 mg, frequency

unknown
 WYETH

6409837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6409837 EXPEDITED (15-DAY) Y DE HQWYE929030AUG07 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR XR S ORAL overdose amount

unknown
1 DAY WYETH

Antidepressant drug level increased TEMAZEPAM C 30 qd  UNKNOWN
FLEXERIL C "5 bid"  DAY MERCK SHARP AND

DOHME
BUSPAR C "20 tid"  DAY ASTRAZENECA
SKELAXIN C "800 bid"  DAY
TOPROL XL C 100 qd  ASTRAZENECA
AVINZA C 120 qd  
ACIPHEX C "20 qd"  UNKNOWN
TOPAMAX C "100 qd"  JANSSEN
KLONOPIN C  ROCHE
NORTRIPTYLINE
HYDROCHLORIDE

C "100 hs"  DAY UNKNOWN

6411434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6411434 EXPEDITED (15-DAY) Y OT 236022K07USA 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis REBIF S SUBCUTANEOUS 44 MCG, 3 IN 1

WEEKS,
SUBCUTANEOUS

 

Hepatic steatosis EFFEXOR S  
Depression IBUPROFEN (IBUPROFEN) C  
Hepatic cirrhosis  
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6443061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6443061 EXPEDITED (15-DAY) Y HO FR-WYE-G00434207 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis cholestatic EFFEXOR XR S ORAL unknown 361 DAY WYETH
Glomerulonephritis membranous TAHOR S ORAL unknown 361 DAY
Impetigo CHLORAMBUCIL S ORAL 12 mg total daily 29 DAY UNKNOWN

RAMIPRIL S ORAL unknown 361 DAY
PREDNISONE C INTRAVENOUS bolus 1g total daily 3 DAY UNKNOWN
ALDACTONE C ORAL  
LEVOTHYROX C ORAL  
LASIX C ORAL  

6443062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6443062 EXPEDITED (15-DAY) Y OT US-WYE-H00556907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S unknown  WYETH
Violence-related symptom  
6443063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6443063 EXPEDITED (15-DAY) Y OT GB-WYE-G00448207 36 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Phaeochromocytoma VENLAFAXINE HYDROCHLORIDE S  WYETH
Headache EFFEXOR XR S ORAL  WYETH
Hypertension  
Photophobia  
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6443067FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6443067 EXPEDITED (15-DAY) Y HO FR-WYE-G00450207 80 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis allergic EFFEXOR XR S ORAL unknown  WYETH
Eosinophil count increased FORLAX C unknown  
General physical health deterioration DOLIPRANE C unknown  
Hyponatraemia CORDARONE C unknown  WYETH

ISOPTIN C unknown  KNOLL
6443108FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6443108 EXPEDITED (15-DAY) Y OT US-WYE-H00569307 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL  WYETH
Nausea NEXIUM C ORAL  ASTRAZENECA
Gastrooesophageal reflux disease  
Vertigo  
6451929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Oct-2007 6451929 DIRECT N OT 30 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR XR S ORAL 1 PER DAY EVERYDAY

PO
 

Drug dependence  
Drug withdrawal syndrome  
Heart rate irregular  
Hypertension  
Paraesthesia  
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6443472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2007 6443472 EXPEDITED (15-DAY) Y OT CHWYE383727SEP07 47 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension EFFEXOR S ORAL 300mg per day  WYETH
Dizziness postural EFFEXOR S ORAL 225 mg per day  WYETH
Muscular weakness  
6443911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2007 6443911 EXPEDITED (15-DAY) Y OT CA-
ASTRAZENECA-2007U
W23919

19 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia SEROQUEL S ORAL  ZENECA
Vision blurred ATIVAN S  

BUPROPION S  
EFFEXOR S  
LORAZEPAM S  
WELLBUTRIN S  
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6451729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Oct-2007 6451729 DIRECT N OT 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5MG - CURRENT

EVERYOTHER DAY PO
 WYETH

Agitation  
Body temperature fluctuation  
Emotional disorder  
Headache  
Heart rate increased  
Hyperhidrosis  
Insomnia  
Mania  
Nausea  
Nightmare  
Pain  
Tremor  
Vertigo  
Vision blurred  
Vomiting  
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6424606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2007 6424606 EXPEDITED (15-DAY) N DE,HO B0487712A 83 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asthenia AMOXICILLIN S ORAL 1.5G per day 5 DAY GLAXOSMITHKLINE
Dyspnoea AUGMENTIN S ORAL 3TAB per day 5 DAY GLAXOSMITHKLINE
Renal failure acute COLCHICINE S UNKNOWN 1MG Per day 15 DAY
Hepatocellular injury EFFEXOR S ORAL 50MG Three times per

day
68 DAY

Hyperkalaemia DIGOXINE S ORAL .5TAB per day  YR GLAXOSMITHKLINE
Accidental overdose LASIX S ORAL 80MG per day  GLAXOSMITHKLINE
Lung disorder AMLODIPINE BESYLATE C UNKNOWN 5MG per day  

KALEORID C UNKNOWN 600MG Two times per
week

 GLAXOSMITHKLINE

ASPIRIN LYSINE C UNKNOWN 75MG per day  
XANAX C UNKNOWN 1G per day  
AMITRIPTYLINE
HYDROCHLORIDE

C ORAL 16DROP per day  GLAXOSMITHKLINE

RISPERDAL C UNKNOWN  
6444285FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2007 6444285 EXPEDITED (15-DAY) Y HO DE-WYE-G00465707 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 40 tablets (overdose

amount 3000 mg)
1 DAY WYETH

Aggression  
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6452583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2007 6452583 EXPEDITED (15-DAY) Y DE,HO 2007-04571 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome CLONAZEPAM S  WATSON

GABAPENTIN S  WATSON
PRIMIDONE S  WATSON
METOCLOPRAMIDE S  WATSON
UNSPECIFIED INGREDIENT S  
VALPROIC ACID S  
PHENYTOIN(PHENYTOIN) S  
CARBAMAZEPINE S  
LEVETIRACETAM S  
VENLAFAXINE HYDROCHLORIDE S  

6453311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2007 6453311 DIRECT N 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 225 MG   ONCE/DAY

PO
6 YR WYETH

Drug withdrawal syndrome  
Feeling abnormal  
Hallucination  
Headache  
Head discomfort  
Hyperhidrosis  
Nausea  
Nervous system disorder  
Nightmare  
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6480706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Oct-2007 6480706 NON-EXPEDITED N HO,OT 2007053384 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyskinesia NEURONTIN S 3600 MG (1200 MG, 3

IN 1D)
 

Movement disorder UNSPECIFIED INGREDIENT S ORAL 240 MG (240, MG, 1 IN
1 D), ORAL

 

Urinary tract infection EFFEXOR S ORAL 37.5 MG (37.5 MG, 1 IN
1 D), ORAL

 

METHADONE HYDROCHLORIDE S ORAL 30 MG, ORAL  
RITALIN S ORAL 10 MG (5 MG, 2 IN 1 D),

ORAL
 

LEVAQUIN C  
LIDODERM C  
HYDROMORPHONE
HYDROCHLORIDE

C  

ATIVAN C  
MOTRIN C  
COLACE C  
MAGNESIUM (MAGNESIUM) C  

6445120FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2007 6445120 EXPEDITED (15-DAY) Y HO US-WYE-H00569707 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL dose and frequency

unspecified
 WYETH

Paraesthesia SEASONALE C ORAL daily  DURAMED
Crying  
Incoherent  
Tremor  
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6445154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2007 6445154 EXPEDITED (15-DAY) Y OT DE-WYE-G00455907 50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paralysis VENLAFAXINE HYDROCHLORIDE S ORAL 375 mg  WYETH
Paraesthesia VENLAFAXINE HYDROCHLORIDE S ORAL 225 mg  WYETH
Muscle spasms VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg  WYETH
Dyskinesia  
Speech disorder  
6445366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2007 6445366 EXPEDITED (15-DAY) Y OT GB-WYE-G00442307 45 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL  WYETH
Erectile dysfunction ASPIRIN C unknown  UNKNOWN
Dizziness PREDNISOLONE C unknown  UNKNOWN
Palpitations NITRAZEPAM C unknown  UNKNOWN

CODEINE PHOSPHATE C unknown  
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6445513FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2007 6445513 EXPEDITED (15-DAY) Y OT CA-
ASTRAZENECA-2007U
W23978

41 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood alkaline phosphatase increased SEROQUEL S ORAL 2 MTH ZENECA
Cough EFFEXOR S ORAL 2 MTH
Fatigue CARBAMAZEPINE S ORAL 2 MTH
Pyrexia AMOXICILLIN C ORAL  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Headache  
Hypocalcaemia  
Hypotension  
Influenza like illness  
Protein total decreased  
Rash  
6445636FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Oct-2007 6445636 EXPEDITED (15-DAY) Y OT CH-WYE-G00466307 36 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Hyperhidrosis EFFEXOR S ORAL dcrease to 75mg  WYETH
Dizziness EFFEXOR S ORAL  WYETH
Apnoea NEXIUM C ORAL  ASTRAZENECA

GLUCOPHAGE C ORAL  

6454781FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2007 6454781 DIRECT N OT Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sexual dysfunction CELEXA S ORAL ONCE A DAY PO  FOREST

EFFEXOR XR S ORAL ONCE A DAY PO  WYETH
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6455423FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2007 6455423 DIRECT OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle twitching EFFEXOR XR S ORAL 225 MG DAILY PO  
Abnormal behaviour  
Bruxism  
Dyskinesia  
Hyperhidrosis  
Restlessness  
Screaming  
Thinking abnormal  
6455713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2007 6455713 DIRECT N OT 56 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL 225 MG ONCE A DAY

PO
2 YR WYETH

Suicidal ideation EFFEXOR S  WYETH
Condition aggravated  
6455749FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2007 6455749 DIRECT Y OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR S ORAL 75 MG QD PO 2 MTH WYETH
Abdominal pain  
Central nervous system mass  
Drug withdrawal syndrome  
Eye pain  
Feeling abnormal  
Gastrooesophageal reflux disease  
Nasal congestion  
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6446736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2007 6446736 EXPEDITED (15-DAY) Y HO FR-WYE-G00471307 47 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transaminases increased EFFEXOR XR S ORAL 4 Dose total daily  WYETH
Pleural effusion BROMAZEPAM S ORAL  ROCHE
Ascites ACETAMINOPHEN S ORAL on demand, 3 Dose total

daily
 

Gamma-glutamyltransferase increased UNSPECIFIED INGREDIENT S ORAL 6 Dose total daily  
Blood alkaline phosphatase increased TENORMIN S ORAL 1 Dose total daily  

RISPERDAL S ORAL  JANSSEN
RISPERDAL S ORAL  JANSSEN

6446800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2007 6446800 EXPEDITED (15-DAY) Y OT US-WYE-H00672707 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lymphoedema EFFEXOR XR S ORAL  WYETH
Weight increased EFFEXOR XR S ORAL  WYETH
6446821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2007 6446821 NON-EXPEDITED N OT US-BRISTOL-MYERS
SQUIBB
COMPANY-13560933

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia BUSPAR S ORAL  BRISTOL MYERS SQUIBB
Convulsion KEPPRA S ORAL  

WELLBUTRIN S ORAL  
EFFEXOR S ORAL  
FLUOXETINE S  
SYNTHROID C  
AEROBID C NASAL  
ALBUTEROL C NASAL  
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6447228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2007 6447228 EXPEDITED (15-DAY) N HO FR-
ELI_LILLY_AND_COMP
ANY-FR200710002506

40 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor PROZAC S ORAL 20 mg, daily (1/D)  ELI LILLY AND CO
Hallucination EFFEXOR S ORAL 37.5 mg, 2/D 2 DAY
Anterograde amnesia  
Confusional state  
Drug interaction  
Generalised tonic-clonic seizure  
Headache  
8091982FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2007 8091982 EXPEDITED (15-DAY) Y HO,LT DSA_30739_2007 39 YR Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation LORAZEPAM S (3 MG QD), (2.5 MG

QD), ( 2 MG QD), (1 MG
QD), (2.5 MG QD)

 

Depression VENLAFAXINE HYDROCHLORIDE S (150 MG QD), (225 MG
QD), (300 MG QD)

 

Condition aggravated TRITTICO (TRAZODONE) S (150 MG/KG QD), (300
MG QD)

 

Suicide attempt PROTHIPENDYL
HYDROCHLORIDE

S  

Intentional self-injury ZIPRASIDONE HYDROCHLORIDE C  
Haemorrhage NEXIUM C  
Venous injury MOVICOL C  
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6447841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2007 6447841 EXPEDITED (15-DAY) N DE,OT US-WYE-H00672807 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL unknown  WYETH
Convulsion EFFEXOR XR S ORAL  WYETH
Antidepressant drug level increased  
Drug screen false positive  
Somnolence  
6458991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Oct-2007 6458991 DIRECT N RI 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Motor dysfunction EFFEXOR XR S ORAL 37.5MG 3X''S PO 3 DAY WYETH
Myelitis transverse  
Sensory disturbance  

6449148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2007 6449148 EXPEDITED (15-DAY) N OT CA-WYE-G00476307 Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 mg OD, tapered

over 1 month
 WYETH

Suicidal ideation EFFEXOR XR S  WYETH
Condition aggravated  
Crying  
Depression  
Dizziness  
Drug ineffective  
Headache  
Insomnia  
Paraesthesia  
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6450361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2007 6450361 EXPEDITED (15-DAY) Y OT AU-WYE-G00485607 50 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vitreous detachment EFFEXOR XR S ORAL  WYETH
Vitreous floaters  
6450363FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2007 6450363 EXPEDITED (15-DAY) Y HO FR-WYE-G00494207 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR XR S ORAL  WYETH
Hyponatraemia RHINADVIL C unknown  WYETH

BROMAZEPAM C ORAL unknown  ROCHE
6450365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2007 6450365 EXPEDITED (15-DAY) Y HO US-WYE-H00707007 13 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL overdose amount 10 x

75 mg capsules
1 DAY WYETH

Suicide attempt  
6450391FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2007 6450391 EXPEDITED (15-DAY) Y HO,LT US-WYE-H00715607 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral haemorrhage EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S  WYETH
EFFEXOR XR S  WYETH

Page: 2,619 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6345791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2007 6345791 EXPEDITED (15-DAY) Y OT DEWYE895021JUN07 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S  WYETH
Febrile convulsion  
6406968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2007 6406968 EXPEDITED (15-DAY) N HO DEWYE254903SEP07 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain stem infarction VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Myalgia  
6451877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2007 6451877 EXPEDITED (15-DAY) Y OT GB-WYE-G00487307 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL 75 DAY WYETH
Mood swings EFFEXOR XR S ORAL  WYETH
Condition aggravated  
Insomnia  
Panic attack  
Tremor  
6451899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2007 6451899 EXPEDITED (15-DAY) N OT US-WYE-H00699907 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome  
Muscle spasms  
Nervousness  
Tremor  
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6451921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2007 6451921 EXPEDITED (15-DAY) Y OT DE-WYE-G00475107 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature rupture of membranes VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg per day  WYETH
Polyhydramnios VENLAFAXINE HYDROCHLORIDE S ORAL 225 mg per day  WYETH
Maternal exposure during pregnancy STILNOX C ORAL 5 mg per day  
6452447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2007 6452447 EXPEDITED (15-DAY) N OT US-WYE-H00763707 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL  WYETH
Drug effect decreased  
Drug withdrawal syndrome  
Nausea  
Pain  
Psychotic disorder  
Tremor  
6452813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2007 6452813 EXPEDITED (15-DAY) Y OT GB-WYE-G00481107 47 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL  WYETH
Stress EFFEXOR S ORAL  WYETH
Psychiatric symptom  
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6452815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Oct-2007 6452815 EXPEDITED (15-DAY) Y HO,OT DEWYE895221JUN07 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyanosis neonatal VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 225 mg daily  WYETH
Foetal macrosomia VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 75 mg per day  WYETH
Premature baby STILNOX C TRANSPLACENTAL 5 mg daily  
Bradycardia neonatal  
Screaming  
Tremor neonatal  

6453704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2007 6453704 EXPEDITED (15-DAY) Y DE US-ROCHE-526530 30 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CLONAZEPAM S ORAL ROUTE: INGESTION.

ACUTE EXPOSURE.
 ROCHE

ACETAMINOPHEN S ORAL ROUTE: INGESTION.
ACUTE EXPOSURE.

 ROCHE

VENLAFAXINE HYDROCHLORIDE S ORAL ROUTE: INGESTION.
ACUTE EXPOSURE.
DRUG REPORTED AS
VENLAFAXINE (LONG-
ACTING).

 

UNSPECIFIED INGREDIENT S UNKNOWN  
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6453724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2007 6453724 EXPEDITED (15-DAY) Y DE US-ROCHE-526271 35 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CLONAZEPAM S ORAL ACUTE ON CHRONIC.

ROUTE: INGESTION.
 ROCHE

ESCITALOPRAM OXALATE S ORAL ACUTE ON CHRONIC.
ROUTE: INGESTION.

 

VENLAFAXINE HYDROCHLORIDE S ORAL DRUG REPORTED AS
VENLAFAXINE (LONG
ACTING). ACUTE ON
CHRONIC. ROUTE:
INGESTION.

 

UNSPECIFIED INGREDIENT S UNKNOWN  

6452712FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2007 6452712 EXPEDITED (15-DAY) Y HO GB-WYE-G00467607 57 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intraocular pressure increased EFFEXOR S ORAL  WYETH

EFFEXOR S ORAL alternate dose: 75mg
and 37.5mg once daily

 WYETH

6455222FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2007 6455222 EXPEDITED (15-DAY) Y OT GB-WYE-G00502907 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiotoxicity VENLAFAXINE HYDROCHLORIDE S  WYETH
Syncope ABILIFY S ORAL  BRISTOL MYERS SQUIBB

Page: 2,623 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6461268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2007 6461268 DIRECT N DS,OT 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus EFFEXOR XR S ORAL 75 MG  ONCE PER

DAY PO
 WYETH

Amnesia  
Headache  
Hypoaesthesia  
Insomnia  
Nervous system disorder  
Night sweats  
Pain in extremity  
Paraesthesia  
Tremor  
Vision blurred  
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6463635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2007 6463635 DIRECT N OT,RI Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome EFFEXOR XR S ORAL 75MG 1X/DAY PO  
Abnormal dreams  
Activities of daily living impaired  
Arthralgia  
Cold sweat  
Dizziness  
Feeling hot  
Feeling jittery  
Hypersomnia  
Impaired work ability  
Memory impairment  
Myalgia  
Nausea  
Palpitations  
Tremor  
6468828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Oct-2007 6468828 EXPEDITED (15-DAY) Y OT 2007S1010208 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt ZOPICLONE S ORAL 7.5 MG; ORAL  
Somnolence SEROQUEL S ORAL ORAL  
Intentional overdose LORAZEPAM S ORAL 10 MG; DAILY; ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
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6456353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2007 6456353 EXPEDITED (15-DAY) Y HO,OT US-RB-008415-07 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination SUBOXONE S SUBLINGUAL  
Hypotension VALIUM S UNKNOWN Dosage unknown  
Anxiety CHANTIX S ORAL Dosage unknown  
Depression INDERAL S ORAL  
Tachycardia EFFEXOR XR S ORAL  
Weight decreased EFFEXOR XR S ORAL  

SIMVASTATIN C ORAL Dosage unknown  
RISPERDAL C ORAL  

6456439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Oct-2007 6456439 EXPEDITED (15-DAY) Y OT CH-WYE-G00516807 16 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL  WYETH
Condition aggravated EFFEXOR S  WYETH

TOPAMAX C 500 to 600 mg  JANSSEN
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6457007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2007 6457007 EXPEDITED (15-DAY) Y HO PHBS2007ES16854 34 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome CLOZAPINE S UNKNOWN 100 mg, Q8H  NOVARTIS
Hyperreflexia VENLAFAXINE HYDROCHLORIDE S UNKNOWN 150 mg, QD  
Blood creatine phosphokinase increased  
Drug interaction  
Hyperhidrosis  
Hypertension  
Muscle rigidity  
Mutism  
Nervous system disorder  
Pyrexia  
Tachycardia  
Tachypnoea  
Unresponsive to stimuli  
White blood cell count increased  
6457225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2007 6457225 EXPEDITED (15-DAY) Y OT CHWYE390928SEP07 71 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis EFFEXOR S ORAL 303 DAY WYETH
Amaurosis fugax  
Condition aggravated  
Hemiplegia  
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6457226FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Nov-2007 6457226 EXPEDITED (15-DAY) Y HO NL-WYE-H00877707 29 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S overdose amount 22.5 g  WYETH
Hypoglycaemia OXAZEPAM S overdose amount 5.0 g  UNKNOWN
Pneumonia aspiration  
Rhabdomyolysis  
Serotonin syndrome  

6457673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2007 6457673 EXPEDITED (15-DAY) N HO,OT DE-WYE-G00514507 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal convulsions VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg in the morning

and 75 mg at noon
 WYETH

Anxiety VENLAFAXINE HYDROCHLORIDE S ORAL 1 WEEK WYETH
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Blood pressure increased  
Chest discomfort  
Chest pain  
Crying  
Facial spasm  
Heart rate increased  
Neck pain  
Respiratory distress  
Restlessness  
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6457674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2007 6457674 EXPEDITED (15-DAY) Y OT GB-WYE-G00523507 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction THYROXINE SODIUM S ORAL dose not stated, once

daily
 UNKNOWN

Psychiatric symptom CHLORPROMAZINE S ORAL dose not stated, once
daily

 UNKNOWN

VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
ORLISTAT S ORAL dose not stated, once

daily
578 DAY ROCHE

6457696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2007 6457696 EXPEDITED (15-DAY) Y HO GB-WYE-H00933807 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL 3.25 g (overdose

amount)
 WYETH

Toxicity to various agents IBUPROFEN S ORAL 3.2 g (overdose amount)  WYETH
Atrial fibrillation  
6457697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2007 6457697 EXPEDITED (15-DAY) Y HO GB-WYE-H00878507 36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL 3 g (overdose amount)  WYETH
Supraventricular tachycardia  
Toxicity to various agents  
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6457698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2007 6457698 EXPEDITED (15-DAY) Y HO GB-WYE-H00933907 55 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount

unknown
 WYETH

Toxicity to various agents PAROXETINE HYDROCHLORIDE S ORAL overdose amount
unknown

 UNKNOWN

Ventricular extrasystoles  
Ventricular tachycardia  
6465698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2007 6465698 EXPEDITED (15-DAY) Y HO,LT S07-FRA-05474-01 61 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt CITALOPRAM HYDROBROMIDE S  
Overdose EFFEXOR S  
Coma ALPRAZOLAM S  
6466227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Nov-2007 6466227 EXPEDITED (15-DAY) Y OT 163069ISR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction LEVOTHYROXINE S ORAL ORAL  
Psychiatric symptom CHLORPROMAZINE S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
ORLISTAT S ORAL 577 DAY

6451940FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2007 6451940 EXPEDITED (15-DAY) Y OT DE-WYE-G00484007 51 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer VENLAFAXINE HYDROCHLORIDE S ORAL 225 mg/d  WYETH
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6458434FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2007 6458434 EXPEDITED (15-DAY) Y DE GB-WYE-G00539707 84 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arrhythmia VENLAFAXINE HYDROCHLORIDE S ORAL 150mg frequency

unknown
 WYETH

CALCIUM CARBONATE C unknown  NYCOMED
CLONAZEPAM C 500ug frequency

unknown
 UNKNOWN

CO-CODAMOL C unknown  UNKNOWN
DIGOXIN C 125ug frequency

unknown
 UNKNOWN

ZOLPIDEM C 5mg frequency unknown  UNKNOWN
MOVICOL C unknown  
OMEPRAZOLE C 20mg frequency

unknown
 UNKNOWN

QUETIAPINE C 25mg frequency
unknown

 UNKNOWN

DEXTRAN 70 NOS C unknown  
VERAPAMIL HYDROCHLORIDE C 120mg frequency

unknown
 UNKNOWN

VOLTAROL C 1.16%  NOVARTIS
ACTONEL C  PROCTER AND GAMBLE
LEVOTHYROXINE SODIUM C 100ug frequency

unknown
 UNKNOWN
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6171015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2007 6171015 EXPEDITED (15-DAY) Y HO,OT HQWYE538525OCT06 25 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S  WYETH
Drug abuse HALOPERIDOL S dose and frequency

unspecified
 UNKNOWN

Compartment syndrome  
Condition aggravated  
Rhabdomyolysis  
6459897FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2007 6459897 EXPEDITED (15-DAY) N OT US-WYE-H00890307 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL varying doses  WYETH
Condition aggravated EFFEXOR S ORAL  WYETH
Dysarthria  
Fatigue  
Somnolence  
6459931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2007 6459931 EXPEDITED (15-DAY) Y OT FR-WYE-H00920707 42 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL "2 more of Effexor" dose

unknown
1 DAY WYETH

Depression ALCOHOL S ORAL unknown 1 DAY UNKNOWN
Condition aggravated BROMAZEPAM S ORAL "2 blister packs of

Lexomil"
1 DAY ROCHE

Abnormal behaviour  
Mental disorder  
Suicide attempt  
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6469311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2007 6469311 DIRECT N OT 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome EFFEXOR XR S ORAL 75 MG DAILY PO  
Abasia  
Confusional state  
Decreased appetite  
Fatigue  
Headache  
Hyperhidrosis  
Incontinence  
Nausea  
Paraesthesia  
Vomiting  
6469361FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Nov-2007 6469361 DIRECT N HO,DS,LT,OT,RI < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 300 MGS AM PO  WYETH
Cardio-respiratory arrest  
Childhood disintegrative disorder  
Convulsion  
Dysphagia  
Eating disorder  
Eye disorder  
Poor sucking reflex  
Respiratory disorder neonatal  
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6458094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2007 6458094 EXPEDITED (15-DAY) Y HO,OT BR-
JNJFOC-20071007309

25 YR Male BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance HALOPERIDOL S  
Peroneal nerve injury MIDAZOLAM C  
Compartment syndrome PROPOFOL C  
Rhabdomyolysis FENTANYL C  
Drug interaction VENLAFAXINE HYDROCHLORIDE S  
6458688FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2007 6458688 EXPEDITED (15-DAY) Y OT BR-
JNJFOC-20071008173

22 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LOPERAMIDE HYDROCHLORIDE S  
Intentional product misuse RISPERIDONE S  
Tachycardia FLUNITRAZEPAM S  

CAFFEINE\DIPYRONE
\ISOMETHEPTENE

S  

ALCOHOL S  
VENLAFAXINE HYDROCHLORIDE S  

6460494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Nov-2007 6460494 EXPEDITED (15-DAY) Y OT DE-WYE-G00545107 36 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse VENLAFAXINE HYDROCHLORIDE S ORAL 4 tablets (600 mg) 1 DAY WYETH
Intentional overdose BROMAZEPAM S ORAL 4 tablets (24 mg) 1 DAY HEXAL
Depressed level of consciousness  
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6461388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Nov-2007 6461388 EXPEDITED (15-DAY) Y HO FR-WYE-G00538907 56 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR S ORAL unknown  WYETH
Hepatitis CYAMEMAZINE S unknown  
Cholestasis  

6440224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2007 6440224 EXPEDITED (15-DAY) Y DE GB-WYE-G00407607 68 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 150 mg frequency

unknown
 WYETH

Antidepressant drug level increased EFFEXOR XR S ORAL overdose (8.9 mcg/ml) 1 DAY WYETH
Completed suicide VENTOLIN C unknown  

OLANZAPINE C ORAL 7.5 mg frequency
unknown

 UNKNOWN

6450364FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2007 6450364 EXPEDITED (15-DAY) Y HO SK-WYE-H00700207 50 YR Female SVK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL overdose amount

unknown
1 DAY WYETH

Toxicity to various agents WELLBUTRIN S UNKNOWN overdose amount
unknown

1 DAY GLAXOSMITHKLINE

Suicide attempt CYMBALTA S UNKNOWN overdose amount
unknown

1 DAY ELI LILLY AND CO

LEVOMEPROMAZINE S UNKNOWN overdose amount
unknown

1 DAY UNKNOWN
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6451920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2007 6451920 EXPEDITED (15-DAY) Y OT GB-WYE-G00506307 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chronic pigmented purpura VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Capillaritis  
Rash  

6462283FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2007 6462283 EXPEDITED (15-DAY) Y HO,LT FR-WYE-G00530307 69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Large intestine perforation EFFEXOR S ORAL  WYETH
Peritonitis CAMPTOSAR S INTRAVENOUS 255 mg (127 mg/m2)

every 2 weeks
19 DAY UNKNOWN

CAMPTOSAR S INTRAVENOUS 350 mg (175 mg/m2)
every 2 weeks

16 DAY UNKNOWN

CALCIUM CARBONATE S ORAL  
CORTANCYL S ORAL  
PANTOPRAZOLE SODIUM S ORAL  WYETH
ALPRAZOLAM S ORAL  UNKNOWN
AVASTIN S INTRAVENOUS 400 mg (4.82 mg/kg)

every 2 weeks
51 DAY GENENTECH

FLUOROURACIL S INTRAVENOUS unknown dose every 2
weeks

29 DAY UNKNOWN

FLUOROURACIL S INTRAVENOUS 3.4 g every 2 weeks 51 DAY UNKNOWN
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6464105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2007 6464105 EXPEDITED (15-DAY) Y DE GB-
ASTRAZENECA-2007GB
02250

14 DAY Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden infant death syndrome QUETIAPINE S TRANSMAMMARY 13 DAY ZENECA
Exposure during breast feeding VENLAFAXINE HYDROCHLORIDE S TRANSMAMMARY 13 DAY

ZOPICLONE S TRANSMAMMARY 13 DAY
CANNABIS C  

6464186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2007 6464186 EXPEDITED (15-DAY) N OT PL-WYE-H01041607 Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperprolactinaemia EFFEXOR XR S ORAL 75 mg, frequency not

specified
6 MTH WYETH

Breast cyst  
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6464187FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Nov-2007 6464187 EXPEDITED (15-DAY) N OT US-WYE-H00978807 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dental caries EFFEXOR XR S ORAL  WYETH
Dry mouth EFFEXOR XR S  WYETH

PAXIL S ORAL  
WELLBUTRIN S ORAL  
ACTIQ S BUCCAL 1600 ug 5-6 times daily  CEPHALON
ACTIQ S BUCCAL 400 ug unknown

frequency
 CEPHALON

FENTANYL CITRATE S unknown  UNKNOWN
DILAUDID C unknown  KNOLL
ADDERALL C unknown  
DEPAKOTE C unknown  UNKNOWN
XANAX C unknown  
AMBIEN C unknown  
FLEXERIL C unknown  MERCK SHARP AND

DOHME
PROMETHAZINE C unknown  UNKNOWN

6056407FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2007 6056407 EXPEDITED (15-DAY) Y OT GBWYE897210AUG05 29 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR S ORAL 150mg, frequency

unknown
377 DAY WYETH

Maternal exposure during pregnancy  
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6454036FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2007 6454036 EXPEDITED (15-DAY) Y OT CH-WYE-G00488607 44 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Ataxia EFFEXOR S 225 mg and tapering off  WYETH
Tremor EFFEXOR S ORAL  WYETH
Hallucination, visual EFFEXOR S ORAL  WYETH
Altered state of consciousness  
Bradyphrenia  
Cogwheel rigidity  
Disturbance in attention  
Dysaesthesia  
Dysarthria  
Fatigue  
Hyperhidrosis  
Muscle rigidity  
Muscle twitching  
Vertigo  
Vomiting  
6460957FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2007 6460957 EXPEDITED (15-DAY) Y GB-WYE-G00554007 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema nodosum EFFEXOR XR S unknown  WYETH

CALCIUM CARBONATE C ORAL  UNKNOWN
IBANDRONATE SODIUM C ORAL  UNKNOWN
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6466718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2007 6466718 EXPEDITED (15-DAY) Y OT DEWYE041017JUL07 35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Placental disorder VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Abortion spontaneous  
Blood pressure increased  
Ovarian adenoma  
6472865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2007 6472865 DIRECT N HO,LT 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL STARTED 37.5 WENT

SLOW TO 425MG ONE
A DAY MOUTH

 

Dyspnoea  
Emotional distress  
Heart rate increased  
Mental disorder  
Oedema peripheral  
Pain in extremity  
Pulmonary thrombosis  
Scrotal pain  
Thrombosis  
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6469145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2007 6469145 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2007093639

29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paranoia CHANTIX S  
Panic disorder ZOLOFT S Text:25 mg daily every

day TDD:25 mg
 

Anxiety EFFEXOR S Text:75 mg  
Adverse event  
Decreased appetite  
Diarrhoea  
Dissociation  
Feeling hot  
Hyperhidrosis  
Ill-defined disorder  
Sleep disorder  
6469170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Nov-2007 6469170 EXPEDITED (15-DAY) N OT AU-PFIZER
INC-2007094369

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous ZOLOFT S  

EFFEXOR S  
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6459988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6459988 EXPEDITED (15-DAY) N HO,LT US-WYE-H00902207 17 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombosis EFFEXOR XR S ORAL  WYETH
Pulmonary thrombosis EFFEXOR XR S ORAL "gradually increased"  WYETH
Drug ineffective EFFEXOR XR S ORAL  WYETH
Heart rate increased EFFEXOR XR S ORAL "tapered down"  WYETH
Heart rate decreased EFFEXOR XR S ORAL  WYETH

UNSPECIFIED INGREDIENT C unknown  UNKNOWN
6460956FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6460956 EXPEDITED (15-DAY) Y HO DE-WYE-G00563107 66 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

BACLOFEN S ORAL  UNKNOWN
TRILEPTAL C ORAL  NOVARTIS
PLAVIX C ORAL  SANOFI

6469522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6469522 EXPEDITED (15-DAY) Y OT DE-WYE-G00592607 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Localised oedema VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  WYETH
Foetal growth restriction VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  WYETH
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6469523FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6469523 EXPEDITED (15-DAY) Y OT FR-WYE-G00574607 41 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 2 YR WYETH
Anxiety EFFEXOR XR S ORAL 37.5 mg 1 time per day,

and then progressive
withdrawal

 WYETH

Depressive symptom  
Serotonin syndrome  
6469524FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6469524 EXPEDITED (15-DAY) Y HO FR-WYE-G00569907 54 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis acute EFFEXOR XR S ORAL  WYETH
Myocardial infarction EFFEXOR XR S ORAL  WYETH
Liver function test abnormal EFFEXOR XR S ORAL  WYETH
Hepatic steatosis PLAVIX C ORAL  SANOFI
Abdominal pain lower TENORMIN C ORAL  
Prothrombin time ratio decreased NITROGLYCERIN C if necessary  
Blood lactate dehydrogenase increased ASPIRIN LYSINE C  
Gamma-glutamyltransferase increased XANAX C  
Hepatomegaly TAHOR C  

INEXIUM C unknown dose 1 time
per day

 ASTRAZENECA

PERINDOPRIL ERBUMINE C ORAL  

Page: 2,643 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6469525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6469525 EXPEDITED (15-DAY) Y HO IT-WYE-G00572907 49 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyrexia VENLAFAXINE HYDROCHLORIDE S ORAL 1 DAY WYETH
Dyspnoea  
Hypersensitivity  
Muscular weakness  
Swelling face  
6469560FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6469560 EXPEDITED (15-DAY) Y OT US-WYE-H01096107 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Platelet count increased EFFEXOR XR S ORAL  WYETH
6469570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6469570 EXPEDITED (15-DAY) N HO US-WYE-H01147207 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL  WYETH
Depression EFFEXOR XR S ORAL 300 mg, frequency not

specified
 WYETH

Condition aggravated EFFEXOR XR S ORAL "tapered to
discontinuation"

 WYETH

Somnolence  
Tremor  
6469571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Nov-2007 6469571 EXPEDITED (15-DAY) Y HO FR-WYE-G00614307 77 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 13 DAY WYETH
Condition aggravated  
Depression  
General physical health deterioration  
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6409836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2007 6409836 EXPEDITED (15-DAY) N DS,OT HQWYE945930AUG07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness EFFEXOR XR S 7 DAY WYETH
Visual impairment EFFEXOR XR S 6 DAY WYETH
Drug ineffective  
Nonspecific reaction  
6470631FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2007 6470631 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20071104460

48 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatocellular injury RISPERDAL S ORAL  
Pyrexia RISPERDAL S ORAL  
Thrombocytopenia EFFEXOR XR S ORAL  

LORAZEPAM C  
ATARAX C  
AKINETON C  

6470782FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2007 6470782 EXPEDITED (15-DAY) Y DS,OT ES-WYE-G00613407 45 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Walking disability VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg per day  WYETH
Muscle contractions involuntary  
Muscle spasms  
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6471234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2007 6471234 EXPEDITED (15-DAY) Y HO DE-WYE-G00606507 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Somnolence VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg 1 DAY WYETH
Dysarthria RISPERDAL S ORAL  JANSSEN
Gait disturbance RISPERDAL S ORAL 8 tablets (16 mg,

overdose amount 12
mg)

1 DAY JANSSEN

ZOPICLONE S ORAL  UNKNOWN
ZOPICLONE S ORAL 20 tablets (150 mg,

overdose amount
142,5mg)

1 DAY UNKNOWN

VALPROIC ACID S ORAL  
VALPROIC ACID S ORAL 1000 mg 1 DAY

6471235FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2007 6471235 EXPEDITED (15-DAY) Y HO DE-WYE-G00599507 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash maculo-papular VENLAFAXINE HYDROCHLORIDE S ORAL 14 DAY WYETH
Urticaria VENLAFAXINE HYDROCHLORIDE S ORAL 34 DAY WYETH
Drug eruption LAMOTRIGINE S ORAL 14 DAY GLAXOSMITHKLINE

LAMOTRIGINE S ORAL 12 DAY GLAXOSMITHKLINE
LITHIUM CARBONATE C ORAL 106 DAY
LITHIUM CARBONATE C ORAL 4 DAY
LITHIUM CARBONATE C ORAL  
VALPROATE SODIUM C ORAL 46 DAY
VALPROATE SODIUM C ORAL  
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6471258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2007 6471258 EXPEDITED (15-DAY) Y DE,OT GB-WYE-G00584107 14 DAY Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Exposure during breast feeding VENLAFAXINE HYDROCHLORIDE S TRANSMAMMARY 13 DAY WYETH
Sudden infant death syndrome ZOPICLONE S TRANSMAMMARY 13 DAY UNKNOWN

QUETIAPINE S TRANSMAMMARY 13 DAY UNKNOWN

6324189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2007 6324189 EXPEDITED (15-DAY) Y DE,HO CHWYE761631MAY07 83 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism EFFEXOR S 3 DAY WYETH
Hepatic congestion EUTHYROX C ORAL 169 DAY
Aortic arteriosclerosis  
Atrial thrombosis  
Bronchopneumonia  
Cor pulmonale  
Renal failure acute  
6471942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2007 6471942 EXPEDITED (15-DAY) Y HO,OT GB-WYE-G00626607 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S 75 mg frequency

unknown
 WYETH

Fall  
Mobility decreased  
Parkinson's disease  
6472149FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Nov-2007 6472149 EXPEDITED (15-DAY) Y HO NO-WYE-G00627907 42 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alveolitis EFFEXOR S ORAL  WYETH
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6479042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2007 6479042 DIRECT Y OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased VENLAFAXINE HYDROCHLORIDE S ORAL 150MG DAILY PO  
Abnormal behaviour  
Decreased interest  
Economic problem  
Libido decreased  
6480146FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2007 6480146 EXPEDITED (15-DAY) Y OT B0496051A Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome AMERGE S ORAL 5 MG/ TWICE PER

DAY / ORAL
 

Drug interaction VENLAFAXINE HYDROCHLORIDE S  
Arthralgia  
Ataxia  
Hypertension  
Infectious mononucleosis  
Musculoskeletal stiffness  
Neutropenia  
6480154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2007 6480154 EXPEDITED (15-DAY) Y HO B0496057A 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome IMITREX S ORAL ORAL  
Drug interaction VENLAFAXINE HYDROCHLORIDE S  
Convulsion  
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6480400FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Nov-2007 6480400 EXPEDITED (15-DAY) Y HO B0496049A 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome NARATRIPTAN HYDROCHLORIDE S  
Drug interaction METHYSERGIDE S  
Tremor VENLAFAXINE HYDROCHLORIDE S  

OXYCODONE HYDROCHLORIDE S  
TRAMADOL HYDROCHLORIDE S  

6474291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2007 6474291 EXPEDITED (15-DAY) Y DS GB-WYE-G00522507 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anorgasmia VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg unknown

frequency
 WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 mg unknown
frequency

15 DAY WYETH

6474294FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2007 6474294 EXPEDITED (15-DAY) Y HO DE-WYE-G00648607 49 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount

unknown
1 DAY WYETH

Coma LAMOTRIGINE S ORAL overdose amount
unknown

1 DAY UNKNOWN

Respiratory depression  
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6474637FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2007 6474637 EXPEDITED (15-DAY) Y HO FR-ROCHE-532154 88 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall VALIUM S ORAL ONE DOSE DAILY  ROCHE
Ecchymosis EFFEXOR S ORAL  
Wrist fracture NICARDIPINE S ORAL  

URAPIDIL S ORAL  
BISOPROLOL S ORAL 0.5 DOSE DAILY  
VASTAREL C ORAL  
DIFFU K C ORAL  
FOSAMAX C ORAL  
ASPIRIN LYSINE C ORAL  
TIANEPTINE C  
DIGITALINE C ORAL 0.5 DOSE PER DAY  

6474643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2007 6474643 EXPEDITED (15-DAY) Y LT AU-
ASTRAZENECA-2007AP
07423

41 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema multiforme SEROQUEL S ORAL 33 DAY ZENECA
Rash AMOXICILLIN S ORAL 4 DAY
Pyrexia LITHIUM CARBONATE S ORAL 61 DAY
Oedema LAMICTAL S ORAL 61 DAY
Stevens-Johnson syndrome EFFEXOR XR S ORAL 153 DAY
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6474680FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2007 6474680 EXPEDITED (15-DAY) Y HO DE-WYE-G00636307 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocarditis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Nasopharyngitis MIRTAZAPINE C ORAL unknown  UNKNOWN
Liver function test abnormal  
Oedema  
6480411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Nov-2007 6480411 DIRECT N OT,RI 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lethargy EFFEXOR XR S  WYETH
Dyskinesia  
Myoclonus  

6481791FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Nov-2007 6481791 DIRECT N OT,RI 64 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 100 TWICE DAILY PO  PFIZER
Depressed level of consciousness  
Discomfort  
Drug dependence  
Headache  
Ill-defined disorder  
Impaired driving ability  
Nausea  
Nervous system disorder  
Vertigo  
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6475948FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2007 6475948 EXPEDITED (15-DAY) Y OT FR-WYE-G00672107 49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania EFFEXOR XR S ORAL  WYETH
Psychiatric decompensation ACEPROMETAZINE

\CLORAZEPATE DIPOTASSIUM
S ORAL  

DEPAKOTE S ORAL  UNKNOWN
BENFLUOREX HYDROCHLORIDE S ORAL  
TAHOR C  
ISOPTIN C 2 mg total daily  KNOLL
PLAVIX C  SANOFI
LEVOTHYROX C 125 mg total daily  

6475953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2007 6475953 EXPEDITED (15-DAY) Y OT GB-WYE-G00650107 48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate irregular VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 mg unknown

frequency
4 DAY WYETH

Heart rate increased ATORVASTATIN C ORAL unknown  UNKNOWN
Disorientation LOSARTAN POTASSIUM C ORAL 150 mg unknown

frequency
 UNKNOWN

Somnolence ASPIRIN C ORAL 75 mg unknown
frequency

 UNKNOWN

6476262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2007 6476262 EXPEDITED (15-DAY) Y OT US-WYE-H01366307 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary fibrosis EFFEXOR XR S unknown  WYETH
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6476416FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2007 6476416 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2007097668

80 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis fulminant AMLODIPINE S ORAL  
Hepatic failure MOBIC S ORAL  

TRAMADOL HYDROCHLORIDE S ORAL  
EFFEXOR S  
LEVOTHYROX C  

6476418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2007 6476418 EXPEDITED (15-DAY) Y OT AT-WYE-G00587807 Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S  WYETH
6476419FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Nov-2007 6476419 EXPEDITED (15-DAY) Y HO US-WYE-H01355607 21 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S overdose amount

"approximately 40
tablets"

 WYETH

Aggression  
Convulsion  
Drug screen false positive  
Rhabdomyolysis  
Somnolence  
Speech disorder  
Tachycardia  
Toxicity to various agents  
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6477269FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2007 6477269 NON-EXPEDITED N A0676978A 38 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling jittery WELLBUTRIN SR S ORAL 2 YR GLAXOSMITHKLINE
Insomnia EFFEXOR XR S ORAL 75MG Per day  
Dizziness ALLEGRA-D C  
Drug ineffective  
6477693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2007 6477693 EXPEDITED (15-DAY) Y OT FR-
ABBOTT-07P-056-04251
45-00

49 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania DEPAKOTE S ORAL  

DEPAKOTE S Dose increased  
RIMONABANT S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
ACEPROMAZINE MALEATE
\CLORAZEPATE DIPOTASSIUM

S ORAL  

UNSPECIFIED INGREDIENT S ORAL  
VERAPAMIL HYDROCHLORIDE C UNKNOWN  
CLOPIDOGREL BISULFATE C ORAL  
LEVOTHYROXINE SODIUM C ORAL  
ATORVASTATIN CALCIUM C ORAL  
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6430055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2007 6430055 EXPEDITED (15-DAY) Y DE,HO HQWYE265321SEP07 45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis EFFEXOR XR S ORAL  WYETH

TRAZODONE HYDROCHLORIDE C unknown  UNKNOWN
LEXAPRO C unknown  LUNDBECK
SEROQUEL C unknown  UNKNOWN
ZANTAC C unknown  

6469555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2007 6469555 EXPEDITED (15-DAY) Y HO GB-WYE-G00595507 26 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cataract operation EFFEXOR XR S ORAL  WYETH

LEVOTHYROXINE C  UNKNOWN
PARACETAMOL C ORAL  UNKNOWN
BUSCOPAN C ORAL  
LANTUS C SUBCUTANEOUS unknown  AVENTIS
LANTUS C SUBCUTANEOUS unknown  AVENTIS
LANTUS C SUBCUTANEOUS unknown  AVENTIS
GABAPENTIN C ORAL  UNKNOWN
INSULIN ASPART C SUBCUTANEOUS Unknown  NOVO NORDISK
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6478584FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2007 6478584 EXPEDITED (15-DAY) Y DS GB-WYE-G00556907 34 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 37.5mg a.m, 75mg p.m  WYETH
Headache VENLAFAXINE HYDROCHLORIDE S ORAL 37.5mg a.m, 75mg p.m

alternate days
 WYETH

Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL 37.5mg p.m alternate
days

 WYETH

Nausea VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 mg alternative day  WYETH
Balance disorder VENLAFAXINE HYDROCHLORIDE S ORAL 66 DAY WYETH
Appetite disorder  
Depressed mood  
Diarrhoea  
Disturbance in attention  
Fatigue  
Feeling abnormal  
Hyperventilation  
Hypoglycaemia  
Insomnia  
Job dissatisfaction  
Memory impairment  
Myalgia  
Palpitations  
Partner stress  
Tinnitus  
Vision blurred  
Vomiting  
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6482278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2007 6482278 EXPEDITED (15-DAY) Y OT S07-NLD-06002-01 67 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Osteonecrosis CITALOPRAM HYDROBROMIDE S ORAL 20 MG QD PO  

VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG QD PO  
PARACETAMOL C  
IBUPROFEN C  
MOVICOLON C  

6483899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2007 6483899 DIRECT Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S  

PROZAC S  

6445402FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2007 6445402 EXPEDITED (15-DAY) Y OT US-WYE-H00580407 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Food interaction EFFEXOR XR S ORAL  WYETH
Loss of consciousness EFFEXOR XR S ORAL  WYETH
Drug effect decreased EFFEXOR XR S ORAL  WYETH
Serotonin syndrome EFFEXOR XR S ORAL tapered off  WYETH
Dizziness  
Dyskinesia  
Fall  
Flushing  
Tremor  
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6458664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2007 6458664 EXPEDITED (15-DAY) Y DE US-WYE-H00884407 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL 1 WEEK WYETH
Nausea EFFEXOR XR S ORAL 1 MTH WYETH
Hyperhidrosis EFFEXOR XR S ORAL 1 WEEK WYETH
Drug effect decreased EFFEXOR XR S ORAL  WYETH
6479814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Dec-2007 6479814 EXPEDITED (15-DAY) Y HO,LT US-PURDUE-
USA_2007_0030331

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome OXYCONTIN S  

TRAMADOL HYDROCHLORIDE S  
NARATRIPTAN S  
METHYSERGIDE S  
VENLAFAXINE HYDROCHLORIDE S  

6446538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2007 6446538 EXPEDITED (15-DAY) Y 2007-165089-NL 70 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Teeth brittle MIRTAZAPINE S 30 MG  

AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 100 MG, ORAL  

VENLAFAXINE HYDROCHLORIDE S 75 MG  
OXAZEPAM S ORAL 15 MG TID, ORAL  
NITRAZEPAM S 5 MG  
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6480137FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2007 6480137 EXPEDITED (15-DAY) Y DS,OT GB-WYE-G00668007 13 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle spasms VENLAFAXINE HYDROCHLORIDE S ORAL 64 DAY WYETH
Abdominal rigidity  
6480477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2007 6480477 EXPEDITED (15-DAY) Y HO FR-WYE-G00658307 28 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL overdose amount

unknown
5 DAY WYETH

Metabolic acidosis STRESAM S ORAL overdose amount
unknown

5 DAY

Malaise BELLADONNA EXTRACT
\CAFFEINE\OPIUM TINCTURE

S ORAL overdose amount
unknown

5 DAY

Loss of consciousness PROPRANOLOL S ORAL overdose amount
unknown

5 DAY UNKNOWN

Confusional state ACEPROMETAZINE
\MEPROBAMATE

S ORAL overdose amount was
eight tablets

5 DAY

Disorientation CYAMEMAZINE S ORAL overdose amount
unknown

5 DAY
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6480555FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2007 6480555 EXPEDITED (15-DAY) Y HO FR-WYE-G00680207 48 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR XR S ORAL 3 Doses total daily (1

dose = 37.5 mg)
 WYETH

Phobia RISPERDAL S ORAL unknown  JANSSEN
Depression RISPERDAL S ORAL approximately 5 mg total

daily
 JANSSEN

Diarrhoea RISPERDAL S ORAL 10 mg total daily 4 DAY JANSSEN
Pyrexia PARACETAMOL C unknown  UNKNOWN
Thrombocytopenia ATARAX C unknown  PFIZER
C-reactive protein increased AKINETON C unknown, as needed  KNOLL
Blood creatine phosphokinase increased LORAZEPAM C ORAL unknown  WYETH

Page: 2,660 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6480585FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2007 6480585 EXPEDITED (15-DAY) N OT GB-WYE-G00697707 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria EFFEXOR XR S ORAL unknown  WYETH
Hearing impaired EFFEXOR XR S ORAL  WYETH
Chromaturia  
Dehydration  
Dizziness  
Dry eye  
Dry mouth  
Dyspepsia  
Epistaxis  
Eye pain  
Eye swelling  
Feeling of body temperature change  
Palpitations  
Proctalgia  
Pruritus  
Rectal haemorrhage  
Tinnitus  
Urine odour abnormal  
Visual impairment  
Vulvovaginal dryness  
Vulvovaginal injury  

Page: 2,661 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6492072FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2007 6492072 DIRECT N OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome EFFEXOR XR S ORAL 1 X DAY PO  WYETH
Tremor EFFEXOR XR S ORAL 2 X DAY PO  WYETH
Chills  
Hallucination  
Product quality issue  
Thinking abnormal  

6042558FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6042558 NON-EXPEDITED N DE,OT HQWYE571627JUL05 72 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  

AMBIEN S UNK  
LAMICATAL (LAMOTRIGINE) C  
WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

C  

SEROQUEL C  
SYNTHROID C  
LIPITOR C  
AGGRENOX C  
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6044837FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6044837 NON-EXPEDITED N DE HQWYE109021DEC05 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  

NEURONTIN S 600 MG 2X PER 1
DAY ; 600 MG 3X PER
1 DAY ; 300 MG 2X
PER 1 D

 

PREVACID C  
VISTARIL C  
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6284373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6284373 NON-EXPEDITED Y OT HQWYE460102OCT06 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT prolonged EFFEXOR XR S ORAL 300 MG 1 X PER 1

DAY, ORAL
 

ALPRAZOLAM (ALPRAZOLAM) C  
LEVODOPA-CARBIDOPA
(CARBIDOPA/LEVODOPA)

C  

DILTIAZEM C  
FLONASE C  
ADVAIR DISKUS C  
MULTIVITAMINS W/MINERALS
(MINERALS NOS/VITAMINS NOS)

C  

FUROSEMIDE (FUROSEMIDE) C  
GABAPENTIN (GABAPENTIN) C  
GEMFIBROZIL C  
LEVOXYL C  
MUCINEX C  
NEXIUM (ESOMEPRAZOLE) C  
POTASSIUM CHLORIDE C  
SEROQUEL C  
SINGULAIR C  
ZETIA (EZETIMIBE) C  
ZYRTEC C  
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6285116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6285116 NON-EXPEDITED N OT HQWYE614213SEP06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 150 MG, FREQUENCY

UNSPECIFIED, ORAL ;
75 MG, FREQUENCY
UNSPECIFIED, ORAL

 

Intentional product misuse CLONOPIN C  
Nonspecific reaction DOXEPIN HYDROCHLORIDE C  
Drug ineffective  
Homicidal ideation  
6285599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6285599 NON-EXPEDITED Y LT,OT HQWYE212720JUL06 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S 112.5 MG 1X PER 1

DAY
 

6286384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6286384 NON-EXPEDITED Y OT HQWYE804818SEP06 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood urea increased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Blood creatinine increased  
Blood pressure increased  
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6287424FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6287424 NON-EXPEDITED Y DS HQWYE285011MAY06 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Renal cyst EFFEXOR S ORAL DOSE WAS
DECREASED, ORAL

 

Hepatic cyst TOPAMAX C  
Blood urine present CLONAZEPAM C  

INDERAL C  
RELPAX C  

6287894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6287894 NON-EXPEDITED Y CA HQWYE138110APR07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Trisomy 21 EFFEXOR XR S TRANSPLACENTAL SEE IMAGE  
Foetal hypokinesia CORTEF S TRANSPLACENTAL TRANSPLACENTAL  
Asthenia CYTOMEL S TRANSPLACENTAL TRANSPLACENTAL  
Foetal growth restriction LEXAPRO S TRANSPLACENTAL TRANSPLACENTAL  

SYNTHROID S TRANSPLACENTAL TRANSPLACENTAL  
WELLBUTRIN S TRANSPLACENTAL TRANSPLACENTAL  

6304800FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6304800 NON-EXPEDITED N OT HQWYE326321JUN06 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Paraesthesia  
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6353485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6353485 EXPEDITED (15-DAY) Y DE HQWYE915405JUL07 69 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis coronary artery EFFEXOR XR S ORAL  WYETH

QUININE C dose and frequency
unspecified

 UNKNOWN

6408947FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6408947 EXPEDITED (15-DAY) N DS DEWYE226228AUG07 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Fatigue VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Impaired work ability VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Paraesthesia  
Vertigo  
6500152FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6500152 DIRECT Y HO 78 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR S ORAL 37.5MG QDAY PO :

75MG QDAY PO
 

Inappropriate antidiuretic hormone secretion  
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6569923FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569923 NON-EXPEDITED Y OT HQWYE470124OCT06 57 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Condition aggravated TOPROL XL C  
Chest pain BENICAR C  

HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

XANAX C  
ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

NEXIUM (ESOMEPRAZOLE) C  
6569924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569924 NON-EXPEDITED Y HO HQWYE471109AUG07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S "2 WEEK SUPPLY OR

LESS" (OVERDOSE
AMOUNT)

 

Suicide attempt  
6569926FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569926 NON-EXPEDITED Y OT HQWYE482124OCT06 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

LEXAPRO S 20 MG 1X PER 1 DAY  
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6569931FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569931 NON-EXPEDITED Y OT HQWYE486406NOV06 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL ; 225 MG 1X PER
1 DAY, ORAL

 

ATIVAN C  
6569932FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569932 NON-EXPEDITED Y OT HQWYE490104APR07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 300 MG 1X PER 1 DAY

UNKNOWN
 

WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

C  

PROVIGIL C  
ALPRAZOLAM (ALPRAZOLAM) C  

6569935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569935 NON-EXPEDITED Y DS HQWYE525913AUG07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea EFFEXOR XR S ORAL ORAL  
6569936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569936 NON-EXPEDITED Y DS,OT HQWYE544102MAR07 57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 225 MG (FREQUENCY

UNKNOWN), ORAL
 

Drug ineffective  
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6569976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569976 NON-EXPEDITED Y DE HQWYE548205FEB07 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

OXYCONTIN S OVERDOSE AMOUNT
UNKNOWN

 

PERCOCET S OVERDOSE AMOUNT
UNKNOWN

 

ZOCOR C  
6569979FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569979 NON-EXPEDITED N HO,OT HQWYE562213FEB07 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria EFFEXOR XR S ORAL 75 MG, 1X PER 1 DAY,

ORAL ; 37.5 MG 1X
PER 1 DAY, ORAL

 

Electrocardiogram abnormal  
Mania  
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6569980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569980 NON-EXPEDITED Y OT HQWYE564119DEC06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL ; 75 MG 2X PER
1 DAY, ORAL ; 150 MG
1X PER 1 DAY, ORAL

6 WEEK

ACETYLSALICYLIC ACID
(ACETYLSALICYLIC ACID)

C  

SOTALOL C  
SLOW-MAG C  
COUMADIN C  
ADVAIR DISKUS C  
XANAX C  
ATACAND (CANDESARTAN
CILEXETIL)

C  

6569984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569984 NON-EXPEDITED Y OT HQWYE594107DEC06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Generalised tonic-clonic seizure EFFEXOR XR S ORAL ORAL  
Condition aggravated  
Petit mal epilepsy  
6569985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569985 NON-EXPEDITED Y HO,LT HQWYE612114MAR07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 150 MG (FREQUENCY

UNSPECIFIED), ORAL ;
ESCALATED DOSE
RAPIDLY, ORAL

1 WEEK
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6569987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569987 NON-EXPEDITED Y OT HQWYE614314MAR07 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S ORAL ORAL  

FLECAINIDE ACETATE C  
6569989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569989 NON-EXPEDITED N HO,DS HQWYE614414MAR07 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cystitis EFFEXOR XR S ORAL SEE IMAGE  
Vaginal infection LUNESTA C  
Dehydration  
Depressed mood  
Diarrhoea  
Drug withdrawal syndrome  
Dry mouth  
Fatigue  
Hyperhidrosis  
Hypothyroidism  
Nausea  
Nightmare  
Overdose  
Psychiatric symptom  
Pyrexia  
Vomiting  
Weight decreased  
6569990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569990 NON-EXPEDITED Y OT HQWYE616307NOV06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL ORAL  

Page: 2,672 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6569991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569991 NON-EXPEDITED Y OT HQWYE618918APR07 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL UNSPECIFIED DOSE "2

CAPSULES IN THE
MORNING AND ONE IN
THE EVENING", ORAL

 

Condition aggravated LIPITOR C  
Depression WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

Dizziness  
Drug effect decreased  
6569992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569992 NON-EXPEDITED Y OT HQWYE217325JUL07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

WAS "A WHOLE
BOTTLE OF EFFEXOR
XR", ORAL

 

Convulsion  
6569993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569993 NON-EXPEDITED Y HO,DS,OT HQWYE217425JUL07 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 TOT,

ORAL
 

WELLBUTRIN S  
DEPAKOTE C  
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6569995FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569995 NON-EXPEDITED Y OT HQWYE222111APR07 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR XR S ORAL "CURRENTLY BEING

WEANED OFF", ORAL ;
600 MG 1X PER 1 DAY,
ORAL

 

OXYCONTIN C  
6569998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6569998 NON-EXPEDITED Y DE HQWYE239927JUL07 23 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  
6570000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570000 NON-EXPEDITED N OT HQWYE264201MAR07 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL ; 450 MG 1X PER
1 DAY, ORAL

 

Headache LIPITOR C  
Hot flush LEVOTHYROXINE SODIUM C  
Decreased appetite NEXIUM (ESOMEPRAZOLE) C  
Tremor TOPAMAX C  
Photophobia  
Weight increased  
6570003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570003 NON-EXPEDITED Y OT HQWYE265821SEP07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Convulsion  
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6570004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570004 NON-EXPEDITED Y HO,OT HQWYE271718MAY07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL ORAL  
6570007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570007 NON-EXPEDITED N HO,OT HQWYE282212JAN07 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL SEE IMAGE  

SIMVASTATIN C  
COREG C  
LISINOPRIL (LISINOPRIL) C  
LASIX C  
GLIPIZIDE C  

6570008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570008 NON-EXPEDITED Y LT,OT HQWYE287524SEP07 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL SEE IMAGE  
Nightmare  
Thinking abnormal  
6570010FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570010 NON-EXPEDITED Y HO HQWYE299025SEP07 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL 1200 MG 1X PER 1

DAY, ORAL
 

XANAX C  
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6570014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570014 NON-EXPEDITED Y OT HQWYE314102FEB07 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL ; 37.5 MG 1X
PER 1 DAY, ORAL ; 75
MG 1X PER 1 DAY,
ORAL

 

Paraesthesia UNSPECIFIED INGREDIENT C  
Agitation  
Drug withdrawal syndrome  
Electric shock  
Fatigue  
Headache  
Irritability  
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6570016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570016 NON-EXPEDITED N OT HQWYE314113NOV06 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Aggression XANAX C  
Condition aggravated AVAPRO C  
Decreased appetite ACTOS C  
Poor quality sleep GLYBURIDE (GLIBENCLAMIDE) C  
Headache ACIPHEX C  
Abdominal pain  
Agitation  
Depression  
Dry mouth  
Medication residue present  
Migraine with aura  
Nervousness  
Palpitations  
Sexual dysfunction  
6570019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570019 NON-EXPEDITED Y OT HQWYE322122NOV06 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
Irritability DYAZIDE C  
Poor quality drug administered LOVENOX C  
Crying  
Depression  
Drug ineffective  
Mood altered  
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6570022FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570022 NON-EXPEDITED Y OT HQWYE341127SEP07 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Jaundice cholestatic EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL ; "75-150 MG
DAILY", ORAL

 

Hepatic enzyme increased  
6570024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570024 NON-EXPEDITED Y HO HQWYE348124JAN07 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL ; 75 MG 1X PER
1 DAY, ORAL ; 37.5 MG
1X PER 1 DAY, ORAL

 

Condition aggravated VALIUM C  
Anxiety  
Convulsion  
6570027FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570027 NON-EXPEDITED N DS,OT HQWYE351202AUG07 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Dizziness  
Nausea  
Paraesthesia  
Vertigo  
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6570029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570029 NON-EXPEDITED Y OT HQWYE364124JAN07 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Abnormal behaviour IBUPROFEN (IBUPROFEN) C  
Drug withdrawal syndrome SKELAXIN C  
Confusional state  
6570329FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570329 NON-EXPEDITED Y DS,OT HQWYE886115MAR07 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amnesia EFFEXOR XR S ORAL 225 MG 1 X PER 1

DAY, ORAL
 

Disorientation  
Memory impairment  
6570332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570332 NON-EXPEDITED Y OT HQWYE894106APR07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deafness EFFEXOR XR S DOSE AND

FREQUENCY
UNSPECIFIED

 

6570386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570386 NON-EXPEDITED Y OT HQWYE896729AUG07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
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6570390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570390 NON-EXPEDITED Y OT HQWYE900130JAN07 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous EFFEXOR XR S ORAL 75 MG - FREQUENCY

UNSPECIFIED, ORAL
 

Maternal exposure during pregnancy  
6570393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570393 NON-EXPEDITED Y OT HQWYE900403JUL07 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcoholism EFFEXOR XR S "75-150 MG" DAILY  
6570401FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570401 NON-EXPEDITED N OT HQWYE914005JUL07 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL 75 MG 2 X PER 1 DAY,

ORAL
 

PROZAC C  
XANAX C  

6570533FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570533 NON-EXPEDITED Y HO,OT HQWYE917801MAY07 84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 37.5 (FREQUENCY

UNSPECIFIED), ORAL
 

ALTACE C  
ALBUTEROL (SALBUTAMOL) C  
ATROVENT C  
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6570535FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570535 NON-EXPEDITED Y HO,OT HQWYE917901MAY07 86 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR XR S ORAL 37.5, FREQUENCY

NOT SPECIFIED, ORAL
 

COREG C  
6570599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570599 NON-EXPEDITED Y OT HQWYE388318DEC06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL ; 300 MG 1X PER
1 DAY, ORAL

 

LAMICTAL C  
LIPITOR C  
COENZYME Q10 (COENZYME
Q10)

C  

VITAMIN E C  
TRAZODONE HYDROCHLORIDE C  
CARDIZEM CD C  

6570613FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570613 NON-EXPEDITED Y HO,OT HQWYE404312FEB07 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agranulocytosis EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Liver tenderness LOVASTATIN C  
Headache  
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6570614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570614 NON-EXPEDITED Y HO HQWYE416130MAY07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S 37.5 MG 1X PER DAY 4 DAY
6570618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570618 NON-EXPEDITED Y OT HQWYE429631MAY07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal impairment EFFEXOR XR S 150 MG 1X PER 1 DAY  
6570620FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570620 NON-EXPEDITED N DE HQWYE440831MAY07 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

6570622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570622 NON-EXPEDITED N HO HQWYE458204JAN07 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL ; 150 MG 1X PER
1 DAY, ORAL

 

Tremor LEXAPRO C  
METHADONE HYDROCHLORIDE C  
ATENOLOL (ATENOLOL) C  
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6570623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570623 NON-EXPEDITED N OT HQWYE468309AUG07 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S ORAL SEE IMAGE  
Fatigue NIFEDIPINE C  
Somnolence DURAGESIC C  
Dry mouth OXYCONTIN C  
Condition aggravated  
Dizziness  
Heart rate increased  
Hypertension  
Nervousness  
Orthostatic hypotension  
Pain  
Paraesthesia  
Paranoia  
Sleep disorder  
Tinnitus  
Unevaluable event  
Vision blurred  
6570644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570644 NON-EXPEDITED Y DE HQWYE948122DEC06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL "STARTED ON

STARTER PACK",
ORAL
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6570647FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570647 NON-EXPEDITED N DE HQWYE964231OCT06 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Completed suicide COCAINE S OVERDOSE AMOUNT
UNKNOWN

 

6570648FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570648 NON-EXPEDITED N OT HQWYE966116MAR07 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL TAPERED SLOWLY

DOSE AND
FREQUENCY, ORAL ;
300 MG 1X PER 1 DAY,
ORAL

 

Anxiety  
Drug withdrawal syndrome  
Exaggerated startle response  
Insomnia  
Tremor  
6570649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570649 NON-EXPEDITED Y HO HQWYE966231OCT06 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic failure EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

LAMICTAL C  
ABILIFY C  
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6570650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570650 NON-EXPEDITED Y LT,OT HQWYE977410JUL07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S 150 MG, FREQUENCY

NOT SPECIFIED
 

Hypertension  
6570651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570651 NON-EXPEDITED Y OT US-WYE-H00404607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
6570654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570654 NON-EXPEDITED Y LT,OT US-WYE-H00525807 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL ; 75 MG 1X PER
1 DAY, ORAL

 

ATIVAN C  
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6570660FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570660 NON-EXPEDITED N OT HQWYE920522DEC06 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR XR S 37.5 MG 1 X PER 1

TOT, UNKNOWN
 

Anxiety  
Chills  
Disturbance in attention  
Dysphagia  
Face oedema  
Flushing  
Hyperhidrosis  
Panic attack  
Tremor  
6570668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570668 NON-EXPEDITED Y DE US-WYE-H00731907 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG UNKNOWN

FREQUENCY, ORAL
 

DEPAKOTE S ORAL ORAL  
SEROQUEL S ORAL ORAL  

6570669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570669 NON-EXPEDITED N HO,LT,OT HQWYE145013SEP07 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
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6570670FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570670 NON-EXPEDITED N LT HQWYE151511MAY07 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG CAPSULE "5/

DAY", ORAL
 

6570678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570678 NON-EXPEDITED Y HO HQWYE162214SEP07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome EFFEXOR XR S DOSE AND

FREQUENCY
UNSPECIFIED

 

HALDOL C  
CLOZARIL C  

6570681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570681 NON-EXPEDITED N OT HQWYE164102NOV06 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL SEE IMAGE  
Affect lability  
Anxiety  
Apathy  
Asthenia  
Confusional state  
Disturbance in attention  
Dizziness  
Drug ineffective  
Drug withdrawal syndrome  
Mood altered  
Somnolence  
Tinnitus  
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Detailed Report
6570682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570682 NON-EXPEDITED Y DE HQWYE166720JUL07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

LEXAPRO C  
TRILEPTAL C  
DEPAKOTE C  

6570683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570683 NON-EXPEDITED N HO HQWYE192218SEP07 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
6570684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570684 NON-EXPEDITED N HO,OT HQWYE200328FEB07 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL ; 75 MG 3X PER
1 DAY, ORAL ; 75 MG
3X PER 1 DAY, ORAL

 

Anxiety  
Depression  
6570685FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570685 NON-EXPEDITED Y OT HQWYE216223JAN07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Convulsion  
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6570689FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570689 NON-EXPEDITED Y OT US-WYE-H00783707 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG, FREQUENCY

UNSPECIFIED, ORAL
 

Hallucination  
6570690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570690 NON-EXPEDITED Y OT HQWYE092808FEB07 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Feeling abnormal TYLENOL (PARACETAMOL) C  
Abnormal behaviour  
Confusional state  
Fatigue  
6570692FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570692 NON-EXPEDITED Y OT US-WYE-H00648807 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S OPHTHALMIC 150 MG 3 X PER 1

DAY, ORAL
 

Dementia  
6570693FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570693 NON-EXPEDITED N HO,OT HQWYE097909MAY07 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S  
Suicidal ideation  
Suicide attempt  
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6570695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570695 NON-EXPEDITED Y OT US-WYE-H00558107 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Restless legs syndrome EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL, 37.5 MG1X1 D
7 DAY

6570696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570696 NON-EXPEDITED N HO HQWYE102409MAY07 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL ; DOSE AND
FREQUENCY
UNSPECIFIED, ORAL

 

Depression ALCOHOL S "8-10 SHOTS OF
VODKA PER DAY"

3 YR

Anxiety SOMA C  
Drug withdrawal syndrome  
Paraesthesia  
6570698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570698 NON-EXPEDITED Y OT HQWYE962309JUL07 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Speech disorder EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
 

Anxiety  
Insomnia  
Palpitations  
Panic attack  
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Detailed Report
6570701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570701 NON-EXPEDITED N OT HQWYE110110APR07 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Headache LORTAB C  
XANAX C  

6570707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570707 NON-EXPEDITED Y HO,LT HQWYE120111JAN07 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL SEE IMAGE  

XANAX S ORAL 2 MG 1/2 EVERY 8
HOURS PRN, ORAL

 

SYNTHROID C  
LORTAB C  
ARTHROTEC C  
BONTRIL PDM
(PHENDIMETRAZINE TARTRATE)

C  

6570710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570710 NON-EXPEDITED Y LT,OT HQWYE122208MAR07 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

6570711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570711 NON-EXPEDITED N DE HQWYE142120FEB07 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6570713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570713 NON-EXPEDITED Y OT HQWYE954120NOV06 75 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash generalised EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

Sleep disorder DEXTROAMPHETAMINE
SULFATE

S ORAL 5 MG 2 X PER 1 DAY,
ORAL

 

Rash pruritic CALCIUM CITRATE (CALCIUM
CITRATE)

C  

OMEGA 3 (FISH OIL) C  
ARMOUR THYROID C  
RANITIDINE C  
PREDNISONE C  

6570715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570715 NON-EXPEDITED Y DE HQWYE142408FEB07 69 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S 75 MG 1X PER 1 DAY  

TYLENOL (PARACETAMOL) C  
ALLOPURINOL C  
GLUCOSAMINE W/CHONDROITIN
SULFATES (ASCORBIC ACID/
CHONDROITIN SULFATE/
GLUCOSAMINE SULFATE/
MANGANESE)

C  

UNIRETIC
(HYDROCHLOROTHIAZIDE/
MOEXIPRIL HYDROCHLORIDE)

C  

LORTAB C  
OXYCONTIN C  
ETODOLAC (ETOCOLAC) C  
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Detailed Report
6570716FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570716 NON-EXPEDITED N HQWYE910805JUL07 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence EFFEXOR XR S ORAL 75 MG 1 X PER 1 TOT,

ORAL
 

Dizziness  
Hangover  
Hyperhidrosis  
Insomnia  
Nausea  
6570717FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570717 NON-EXPEDITED N HO HQWYE622128NOV06 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Migraine EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL ; ORAL
 

Headache AMITRIPTYLINE
HYDROCHLORIDE

C  

Condition aggravated PREVACID C  
TOPAMAX C  

6570719FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570719 NON-EXPEDITED Y LT,OT HQWYE643415JUN07 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL ORAL  
6570721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570721 NON-EXPEDITED Y OT HQWYE644125JAN07 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6570723FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570723 NON-EXPEDITED N OT HQWYE670120DEC06 39 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL ; 75 MG 1X PER
1 DAY, ORAL

 

Drug effect decreased  
6570724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570724 NON-EXPEDITED N OT HQWYE832126FEB07 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1 X PER 1

DAY, ORAL
 

Abnormal dreams GEODON C  
Chest pain  
Insomnia  
Paraesthesia  
6570725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570725 NON-EXPEDITED Y OT HQWYE688127OCT06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
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Detailed Report
6570733FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570733 NON-EXPEDITED N OT HQWYE694127OCT06 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL ORAL  
Insomnia AVAPRO C  
Condition aggravated  
Depression  
Disorientation  
Drug withdrawal syndrome  
Headache  
6570735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570735 NON-EXPEDITED Y HO,OT HQWYE696108JAN07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Cyanosis neonatal  
6570738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570738 NON-EXPEDITED N OT HQWYE704608DEC06 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vaginal haemorrhage EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

PREMARIN S VAGINAL 1 GRAM AT BED TIME,
VAGINAL

 

VERAPAMIL HYDROCHLORIDE C  
DETROL C  
KEPPRA C  
TEGRETOL C  
LODINE C  
AGGRENOX C  
PROPRANOLOL C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6570745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570745 NON-EXPEDITED Y OT HQWYE708107NOV06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL ORAL  
6570746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570746 NON-EXPEDITED N OT HQWYE776121DEC06 231 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL ;
300 MG 1X PER 1 DAY,
TRANSPLACENTAL

 

6570754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570754 NON-EXPEDITED Y OT HQWYE704320JUN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal sleep-related event EFFEXOR XR S ORAL "ABOVE 225 MG"

FRQUENCY
UNKNOWN, ORAL

 

6570756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570756 NON-EXPEDITED Y OT HQWYE693127OCT06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL "225 MG", ORAL  
Electric shock  
Influenza like illness  
Paraesthesia  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6570761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570761 NON-EXPEDITED Y OT HQWYE660227OCT06 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dyspnoea exertional EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

6570762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570762 NON-EXPEDITED N OT HQWYE663517AUG07 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Feeling abnormal TRACLEER C  
6570767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570767 NON-EXPEDITED Y OT HQWYE641305JAN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal impairment EFFEXOR XR S 225 MG 1X PER 1

DAY ; TAPERED OFF
 

Focal segmental glomerulosclerosis ZOLOFT S  
Headache CAFFEINE

\PHENYLPROPANOLAMINE
C  

Hypertension  
Maternal exposure during pregnancy  
6570768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570768 NON-EXPEDITED N OT HQWYE612214JUN07 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication residue present EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
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Detailed Report
6570773FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570773 NON-EXPEDITED N OT HQWYE608217APR07 72 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Burning sensation EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

LOPRESSOR C  
ATIVAN C  
COUMADIN C  
COZAAR C  
PRAVACHOL C  
OXYCONTIN C  
LANTUS C  
LASIX C  
ACTOS C  
NEXIUM (ESOMEPRAZOLE) C  
SYNTHROID C  
INSULIN NOS C  

6570775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570775 NON-EXPEDITED Y OT HQWYE604205MAR07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL ; 150 MG
1X PER 1 DAY, ORAL ;
75 MG 1X PER 1 DAY,
ORAL

5 DAY

6570795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570795 NON-EXPEDITED Y HO HQWYE945802MAY07 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT interval EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Heart rate increased CLIMARA PRO C  
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Freedom of Information Act (FOIA) 

Detailed Report
6570796FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570796 NON-EXPEDITED Y OT HQWYE700820JUN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event EFFEXOR XR S ORAL "OVER 225 MG"

FREQUENCY
UNKNOWN, ORAL

 

Road traffic accident  
6570815FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570815 NON-EXPEDITED Y OT HQWYE958221SEP06 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER DAY,

ORAL ; 37.5 MG 1X
PER 1 DAY, ORAL ; 75
MG 1X PER 1 DAY,
ORAL

 

Diarrhoea SYNTHROID C  
Convulsion  
Euphoric mood  
Eye movement disorder  
Hearing impaired  
Hyperhidrosis  
Insomnia  
Nausea  
Palpitations  
Paraesthesia  
Vision blurred  
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Detailed Report
6570848FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6570848 NON-EXPEDITED N OT HQWYE305712MAY06 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL SEE IMAGE  
Headache ARMOUR THYROID C  
Condition aggravated PREMARIN C  
Nausea DIAZEPAM (DIAZEPAM) C  
Dizziness PREVACID C  
Feeling abnormal  
Nervousness  
6571562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571562 NON-EXPEDITED N OT HQWYE722621AUG07 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL "21 OR 22 (75 MG

CAPSULES) AND 21
(37.5  1.1 MG
CAPSULES), ORAL

 

Insomnia ALCOHOL S 2-3 GLASSES OF RED
WINE

 

Dyspnoea  
Hallucination  
Headache  
Mydriasis  
Nausea  
Suicide attempt  
Tremor  
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Detailed Report
6571571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571571 NON-EXPEDITED N OT HQWYE726208JAN07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Major depression  
Suicide attempt  
6571575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571575 NON-EXPEDITED Y OT HQWYE726721JUN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL "ABOVE 225 MG"

FREQUENCY
UNSPECIFIED, ORAL

 

6571625FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571625 NON-EXPEDITED Y OT HQWYE731321AUG07 27 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 375 MG, 337.5 MG, 300

MG, 225 MG 1 X PER 1
DAY, ORAL

 

Paraesthesia ULTRAM S 50 MG TWICE DAILY
AS NEEDED

 

Dysphemia TOPAMAX C  
Drug withdrawal syndrome  
Tremor  
6571706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571706 NON-EXPEDITED N OT HQWYE733423APR07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S UNKNOWN  
Convulsion  
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Detailed Report
6571721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571721 NON-EXPEDITED Y HO HQWYE761622JUN07 71 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

DAY, "TITRATED",
112.5 MG, 150 MG 1 X
PER 1 DAY, ORAL

 

Blood sodium decreased TRILEPTAL S UNKNOWN  
NORVASC C  
INDERAL C  
LISINOPRIL (LISINOPRIL) C  
ATIVAN C  

6571725FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571725 NON-EXPEDITED Y HO HQWYE761922JUN07 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

TOT, ORAL
 

Rash maculo-papular WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

C  

KLONOPIN C  
6571727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571727 NON-EXPEDITED Y OT HQWYE772505APR07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL ORAL  
Convulsion ULTRAM S UNKNOWN  
6571729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571729 NON-EXPEDITED Y OT HQWYE776123FEB07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL UNKNOWN, ORAL  
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Detailed Report
6571748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571748 NON-EXPEDITED Y OT HQWYE790424APR07 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL "A BUNCH OF

EFFEXOR BUT
UNABLE TO
DETERMINE HOW
MENY", ORAL

 

Suicide attempt  
6571802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571802 NON-EXPEDITED N DS HQWYE803524APR07 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deafness EFFEXOR XR S ORAL 37.5 MG 1 X PER 1

DAY, ORAL
 

Abnormal behaviour PERCOCET (OXYCODONE
HYDROCHLORIDE/OXYODONE
TEREPHTHALATE/
PARACETAMOL)

C  

Emotional disorder OXYCONTIN C  
Somnolence VALIUM C  
Aggression COUMADIN C  

DOXYCYCLINE C  
PREVACID C  
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Detailed Report
6571813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571813 NON-EXPEDITED N OT HQWYE834717NOV06 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood cholesterol increased EFFEXOR XR S ORAL 75 MG, 400 MG, 1 X

PER 1 DAY, ORAL
 

ATENOLOL (ATENOLOL) C  
ZOCOR C  
SEROQUEL C  
CLONAZEPAM C  
LEVOTHYROXINE SODIUM C  
PRIMIDONE C  
TRIMIPRAMINE MALEATE C  

6571816FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571816 NON-EXPEDITED Y OT HQWYE836227JUN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukopenia EFFEXOR XR S ORAL 225 MG 1 X PER 1

DAY, ORAL
 

6571819FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571819 NON-EXPEDITED Y HO HQWYE864121DEC06 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S 33 CAPSULES

(OVERDOSE AMOUNT)
 

Suicide attempt  
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Detailed Report
6571826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571826 NON-EXPEDITED Y HO,OT HQWYE869002JUL07 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S 75 MG 1 X PER 1 DAY,

"TITRATING DOWN"
 

Syncope FENOFIBRATE C  
XANAX C  

6571828FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571828 NON-EXPEDITED Y OT HQWYE869926FEB07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1 X PER 1 DAY,

ORAL
 

FLUOXETINE S UNKNOWN  
TEGRETOL C  

6571831FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571831 NON-EXPEDITED Y OT HQWYE036127FEB07 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL OVERDOSE AMOUNT

"7 CAPSULES, 75 MG
EACH, A DAY FOR 7
DAYS (525 MG/DAY",
ORAL

 

Weight decreased VITAMIN D (ERGOCALCIFEROL) C  
Insomnia  
Intentional overdose  
6571833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571833 NON-EXPEDITED Y OT HQWYE039413JUL07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S  
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Detailed Report
6571838FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571838 NON-EXPEDITED N OT HQWYE042119MAR07 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 225 MG 1X PER 1 DAY  
Hallucination  
Hallucination, auditory  
Mania  
6571844FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571844 NON-EXPEDITED Y DS HQWYE054114DEC06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatic failure EFFEXOR XR S ORAL ORAL  
6571845FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571845 NON-EXPEDITED Y LT,OT HQWYE059306SEP07 69 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention EFFEXOR XR S 75 MG 1X PER 1 DAY ;

37.5 MG 1X PER 1 DAY
 

6571846FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571846 NON-EXPEDITED Y DE HQWYE080116JUL07 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL ORAL  

ALCOHOL S  
6571849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571849 NON-EXPEDITED Y OT HQWYE085210SEP07 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL ; 75 MG 3X PER
1 DAY, ORAL

 

Aspartate aminotransferase increased PREVACID C  
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Detailed Report
6571851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571851 NON-EXPEDITED N OT HQWYE085310SEP07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL ; 150 MG
1X PER 1 DAY, ORAL

 

Anger  
Condition aggravated  
Depression suicidal  
Drug ineffective  
Electric shock  
Headache  
Hyperhidrosis  
Insomnia  
Paraesthesia  
Vision blurred  
Visual impairment  
Weight increased  
6571911FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571911 NON-EXPEDITED N OT HQWYE031706SEP07 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

Fatigue KLONOPIN C  
Feeling abnormal SINGULAIR C  
Abdominal pain upper CALCIUM (CALCIUM) C  
Nausea MAGNESIUM (MAGNESIUM) C  
Dizziness  
Retching  
Vertigo  
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Detailed Report
6571921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571921 NON-EXPEDITED N OT HQWYE006107MAR07 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL "TAPERED OFF THE

PRODUCT", ORAL ;
150 MG 1X PER 1 DAY,
ORAL

 

Nervousness OMEPRAZOLE C  
Drug withdrawal syndrome  
Heart rate increased  
6571934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571934 NON-EXPEDITED Y OT HQWYE026128MAR07 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG 1X PER 1

DAY ; 75 MG 1X PER 1
DAY

 

6571935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571935 NON-EXPEDITED N DS HQWYE030913JUL07 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Anxiety  
Drug withdrawal syndrome  
Vertigo  
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Detailed Report
6571955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571955 NON-EXPEDITED Y OT HQWYE345627SEP07 43 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Headache  
Nausea  
Tachycardia  
Vomiting  
6571960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571960 NON-EXPEDITED N OT HQWYE338902AUG07 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL ; 150 MG, 1X
PER 1 DAY, ORAL

 

Hot flush WELLBUTRIN (BUPROPION
HYDROCHLORIDE)

C  

Nervousness AMITRIPTYLINE
HYDROCHLORIDE

C  

Disturbance in attention  
Feeling drunk  
Mental disorder  
Paraesthesia  
Retching  
Tremor  
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Detailed Report
6571964FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571964 NON-EXPEDITED Y OT HQWYE335524MAY07 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Headache CYMBALTA C  
Abdominal pain upper REMERON C  
Drug ineffective  
Influenza like illness  
6571969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571969 NON-EXPEDITED Y OT HQWYE332112MAR07 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Medication residue present ACIPHEX S ORAL 20 MG 1X PER 1 DAY,
ORAL

 

6571973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571973 NON-EXPEDITED Y OT HQWYE318111APR07 68 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Sleep disorder ATENOLOL (ATENOLOL) C  
Restless legs syndrome HYDROCHLOROTHIAZIDE

(HYDROCHLOROTHIAZIDE)
C  

Restlessness POTASSIUM (POTASSIUM) C  
Vomiting CALCIUM (CALCIUM) C  
Dizziness  
Drug effect decreased  
Nausea  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6571974FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571974 NON-EXPEDITED N OT HQWYE310222MAY07 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Clumsiness  
Dysarthria  
Heart rate increased  
Lip swelling  
Palpitations  
6571978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571978 NON-EXPEDITED Y OT HQWYE307822MAY07 16 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swelling face EFFEXOR XR S SEE IMAGE  
Urticaria SEROQUEL C  

TRAZODONE HYDROCHLORIDE C  
ORTHO TRI CYCLEN C  

6571992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571992 NON-EXPEDITED Y OT HQWYE227526JUL07 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Nausea UNSPECIFIED INGREDIENT C  
Drug ineffective  
Feeling abnormal  
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Detailed Report
6571993FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6571993 NON-EXPEDITED N OT HQWYE218210NOV06 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Malaise AMBIEN S  
Bone pain FIORINAL S  

XANAX S  
HYDROCODONE
(HYDROCODONE)

C  

EXCEDRIN (ACETYLSALICYLIC
ACID/CAFFEINE/PARACETAMOL/
SALICYLAMIDE)

C  

6572001FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572001 NON-EXPEDITED Y OT HQWYE221525JUL07 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Anxiety NIACIN C  
Depression  
Drug ineffective  
Emotional disorder  
Fatigue  
Nausea  
Vomiting  
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Detailed Report
6572008FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572008 NON-EXPEDITED N OT HQWYE188314DEC06 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR XR S 37.5 MG 1X PER 1 DAY  
Dizziness XANAX C  

INDOCIN C  
6572016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572016 NON-EXPEDITED Y OT HQWYE139819JUL07 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Abdominal pain  
Medication residue present  
6572019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572019 NON-EXPEDITED Y OT HQWYE117518JUL07 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Feeling hot SOMA C  
TEMAZEPAM C  
FAMVIR C  
PREDNISONE C  
LIPITOR C  
BENICAR C  
HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6572028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572028 NON-EXPEDITED Y OT HQWYE588125OCT06 77 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S ORAL 75 MG 3X PER 1 DAY,

ORAL
 

Medication error ASPIRIN (ACETYLSALICYLIC
ACID)

C  

Nervousness LEVOXYL C  
AMBIEN C  
KLONOPIN C  

6572029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572029 NON-EXPEDITED Y OT HQWYE575225OCT06 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Dyspnoea  
6572057FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572057 NON-EXPEDITED Y OT HQWYE567425OCT06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sensation of foreign body EFFEXOR XR S 1 MTH

RITALIN C  
6572092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572092 NON-EXPEDITED N OT HQWYE562211JUN07 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Feeling abnormal  
Insomnia  

Page: 2,714 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6572094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572094 NON-EXPEDITED Y OT HQWYE492205JUN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foot deformity EFFEXOR XR S ORAL ORAL  
Pain in extremity  
6572100FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572100 NON-EXPEDITED N OT HQWYE463708AUG07 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL SEE IMAGE  
Salivary hypersecretion WELLBUTRIN (BUPROPION

HYDROCHLORIDE)
C  

Malaise  
Nausea  
Vomiting  
6572102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572102 NON-EXPEDITED Y OT HQWYE446127NOV06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug screen positive EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

DEPAKOTE C  
6572104FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572104 NON-EXPEDITED N OT HQWYE436122MAR07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
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Detailed Report
6572167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572167 NON-EXPEDITED Y OT HQWYE406506AUG07 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual field defect EFFEXOR XR S 37.5 MG FREQUENCY

UNSPECIFIED
 

Somnolence NASACORT (TRIAMCINOLONE
ACETATE)

C  

Depression  
Dizziness  
Dry eye  
Dry mouth  
Flatulence  
Flight of ideas  
Headache  
Hyperhidrosis  
Tremor  
Yawning  
6572169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6572169 NON-EXPEDITED Y HQWYE016108FEB07 60 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

Headache CEPHALEXIN C  
6579954FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6579954 NON-EXPEDITED Y HO HQWYE896130JAN07 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S 150 MG 1 X PER 1 DAY  
Crying KLONOPIN S UNKNOWN DOSE,

TAPERED OFF AGAIN
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6579960FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6579960 NON-EXPEDITED N OT HQWYE380103AUG07 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL ; "SLOWLY
INCREASED", ORAL

 

Blood cholesterol increased ZETIA (EZETIMIBE) C  
Weight increased LESCOL C  

ISOSORBIDE (ISOSORBIDE) C  
ATENOLOL (ATENOLOL) C  
KLONOPIN C  

6579966FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6579966 NON-EXPEDITED Y OT HQWYE380121MAR07 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

UNSPECIFIED INGREDIENT S ORAL DRANK A BLOODY
MARY, ORAL

 

AMBIEN C  
6579967FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6579967 NON-EXPEDITED N DE HQWYE430831MAY07 65 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6579970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6579970 NON-EXPEDITED N DS HQWYE498113MAR07 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lethargy EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL ; 37.5 MG 1X
PER 1 DAY, ORAL

 

Thinking abnormal XANAX C  
Anxiety  
Confusional state  
Restlessness  
Tremor  
6579988FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6579988 NON-EXPEDITED Y HO,LT,OT US-WYE-H00525907 69 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

HYDROCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

6579996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6579996 NON-EXPEDITED Y OT HQWYE932411OCT06 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 112.5 MG 1X PER 1

DAY, ORAL
 

Irritability ACTONEL C  
6579997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6579997 NON-EXPEDITED Y HO,OT US-WYE-H00672407 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S SEE IMAGE  
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Detailed Report
6580004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6580004 NON-EXPEDITED N OT HQWYE158111JAN07 48 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR XR S ORAL 150 MG 2X PER 1 DAY,

ORAL ; 150 MG 1X PER
1 DAY, ORAL

 

Somnolence ACCUPRIL C  
Condition aggravated  
Dehydration  
Dizziness  
Drug effect decreased  
Dry mouth  
Erectile dysfunction  
Fatigue  
Hyperhidrosis  
Hypotension  
Loss of libido  
Mood swings  
Nightmare  
Vertigo  
Weight increased  
6580007FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6580007 NON-EXPEDITED Y OT HQWYE094108FEB07 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Anger  
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Detailed Report
6580138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6580138 NON-EXPEDITED N OT HQWYE885327APR07 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG 1 X PER 1

DAY, ORAL
 

Abnormal dreams  
Depression  
Headache  
Unevaluable event  
6580990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6580990 NON-EXPEDITED N HO,OT HQWYE575316AUG07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL OVERDOSE AMOUNT

UNKNOWN, ORAL
 

Vomiting CANNABIS (CANNABIS) C  
Coma  
Hypoventilation  
Suicide attempt  
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Detailed Report
6581025FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6581025 NON-EXPEDITED Y HO HQWYE229326JUL07 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL ; 225 MG 1X PER
1 DAY, ORAL

 

Buccoglossal syndrome SEROQUEL C  
Dry eye TEGRETOL C  
Hypogeusia ADDERALL C  
Dry mouth CLONAZEPAM C  
Affect lability  
Diarrhoea  
Gait disturbance  
Paraesthesia  
Paraesthesia oral  
Somnolence  
Thinking abnormal  
Trismus  
Vomiting  
6581040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6581040 NON-EXPEDITED Y OT HQWYE358103NOV06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood creatine phosphokinase increased EFFEXOR XR S ORAL 225MG - FREQUENCY

UNSPECIFIED, ORAL
 

6587968FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6587968 NON-EXPEDITED Y OT HQWYE806118JAN07 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S UNKNOWN  
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Detailed Report
6587970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6587970 NON-EXPEDITED Y HO,OT HQWYE814109JAN07 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory disorder neonatal EFFEXOR XR S TRANSPLACENTAL 150 MG, 75 MG, 225

MG,  1 X PER 1 DAY,
TRANSPLACENTAL

 

LAMICTAL C  
TRAZODONE HYDROCHLORIDE C  
BENADRYL C  
FOLIC ACID (FOILC ACID) C  

6587971FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6587971 NON-EXPEDITED N HO HQWYE836527AUG07 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S UNKNOWN  
Drug effect decreased SEROQUEL C  

ATIVAN C  
6587977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6587977 NON-EXPEDITED Y LT,OT HQWYE050119MAR07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S  
6587984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6587984 NON-EXPEDITED N OT HQWYE050419MAR07 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication residue present EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
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Detailed Report
6587986FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6587986 NON-EXPEDITED Y OT HQWYE006108FEB07 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Skin odour abnormal EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
 

SYNTHROID (LEVOTHYOXINE
SODIUM)

C  

TYLENOL (PARACETAMOL) C  
6588014FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6588014 NON-EXPEDITED Y OT HQWYE446404JAN07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL ORAL  
6588019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6588019 NON-EXPEDITED N OT HQWYE436222MAR07 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S ORAL 300 MG 1X PER 1 DAY,

ORAL
 

6588021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6588021 NON-EXPEDITED N OT HQWYE397722NOV06 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Feeling abnormal CENTRUM (MULTIVITAMIN/
MULTIMINERAL)

C  

Dizziness  
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Detailed Report
6588024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6588024 NON-EXPEDITED N OT HQWYE283224SEP07 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective EFFEXOR XR S ORAL 2 CAPSULES DAILY ; 1

CAPSULE DAILY,
ORAL

 

Inappropriate schedule of drug administration  
6588029FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6588029 NON-EXPEDITED Y OT HQWYE206123JAN07 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Mouth injury ALPRAZOLAM (ALPRAZOLAM) C  
6588030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6588030 NON-EXPEDITED N OT HQWYE166414DEC06 51 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

Insomnia  
Muscle tightness  
Tension  
6588032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6588032 NON-EXPEDITED Y OT HQWYE104127FEB07 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Speech disorder EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Bradyphrenia  
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Detailed Report
6862506FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2007 6862506 NON-EXPEDITED Y OT HQWYE386318DEC06 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Hypertension ADDERALL XR S ORAL 90 MG 1X PER 1 DAY,
ORAL ; 120 MG 1X PER
1 DAY, ORAL

 

Tachycardia TOPROL XL C  
HYDROCHLOROTHIAZIDE C  
LIPITOR C  
DILTIAZEM C  

6446260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2007 6446260 EXPEDITED (15-DAY) Y OT US-WYE-H00623907 21 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign intracranial hypertension EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL tapered to 37.5 mg  WYETH
EFFEXOR XR S ORAL  WYETH
NEXIUM C unknown  ASTRAZENECA
WELLBUTRIN C "150"  GLAXOSMITHKLINE

6460493FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Dec-2007 6460493 EXPEDITED (15-DAY) Y LT,OT GB-WYE-G00549307 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL  WYETH
Self-medication EFFEXOR XR S ORAL 225mg frequency

unknown
 WYETH

Suicidal ideation  
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Detailed Report
6453195FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2007 6453195 EXPEDITED (15-DAY) N HO,DS,OT NO-PFIZER
INC-2007088639

Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, auditory ZOLOFT S ORAL  
Depression PAROXETINE HYDROCHLORIDE S ORAL  
VIIth nerve paralysis PAROXETINE HYDROCHLORIDE S  
Fear THIORIDAZINE HYDROCHLORIDE S  
Disability EFFEXOR S ORAL  
Insomnia LEVOMEPROMAZINE S ORAL  
Fatigue NEFAZODONE HYDROCHLORIDE S ORAL  
Hypotension FLUNITRAZEPAM C  
Heart rate decreased VALLERGAN C ORAL  
Abdominal pain  
Anxiety  
Balance disorder  
Cardiovascular disorder  
Chest discomfort  
Chest pain  
Chronic fatigue syndrome  
Decreased appetite  
Dizziness  
Erectile dysfunction  
Headache  
Musculoskeletal stiffness  
Photosensitivity reaction  
Sleep disorder  
Social phobia  
Somatisation disorder  
Syncope  
Tinnitus  
Weight decreased  
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Detailed Report
6482922FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2007 6482922 EXPEDITED (15-DAY) Y HO GB-WYE-G00723307 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis EFFEXOR XR S 75mg, frequency

unknown
 WYETH

Septic shock MIRTAZAPINE S 30mg, frequency
unknown

 

6482980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2007 6482980 EXPEDITED (15-DAY) Y OT US-WYE-H01522507 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 75 mg frequency

unspecified
 WYETH

Eye movement disorder  
6483064FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2007 6483064 EXPEDITED (15-DAY) Y HO FR-WYE-G00677207 88 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Orthostatic hypotension EFFEXOR XR S ORAL  WYETH
Fall URAPIDIL S ORAL  
Wrist fracture NICARDIPINE HYDROCHLORIDE S ORAL  SANDOZ
Ecchymosis VALIUM S ORAL  ROCHE
Anaemia BISOPROLOL S ORAL  
Escherichia urinary tract infection DIGOXIN C ORAL  UNKNOWN
Extrasystoles DIFFU K C ORAL  

FOSAMAX C ORAL  MERCK SHARP AND
DOHME

ASPIRIN LYSINE C ORAL  
TIANEPTINE C ORAL  
VASTAREL C ORAL  
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Detailed Report
6483088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2007 6483088 EXPEDITED (15-DAY) Y HO DEWYE063220JUL07 57 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angina pectoris VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Blood pressure increased BERLINSULIN L C unknown  
Tachycardia FOSAMAX C  MERCK SHARP AND

DOHME
Hepatitis A ORNITHINE ASPARTATE C  
Tricuspid valve incompetence ACETYLSALICYLIC ACID C  UNKNOWN
Hepatitis B FLUVASTATIN SODIUM C  SANDOZ
Blood creatine phosphokinase increased NITROGLYCERIN C unknown  
Hepatic steatosis REPAGLINIDE C  NOVO NORDISK
Electrocardiogram ST segment depression  
Hypoaesthesia  
Mitral valve incompetence  
Varicophlebitis  
6483542FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2007 6483542 EXPEDITED (15-DAY) Y OT DE-WYE-G00723007 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood chromogranin A increased VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
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6504186FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Dec-2007 6504186 DIRECT N OT 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR XR S 2 CAPSULES OF 150

MG  DAILY
 WYETH

Altered state of consciousness  
Asthenia  
Confusional state  
Drug withdrawal syndrome  
Headache  
Heart rate increased  
Heart rate irregular  
Nervous system disorder  
Visual impairment  
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6476150FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2007 6476150 EXPEDITED (15-DAY) Y HO 6039142 88 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Periorbital haematoma BISOPROLOL FUMARATE S ORAL 0,5 DOSAGE  
Fall URAPIDIL S ORAL 2 DOSAGE FORMS (2

DOSAGE FORMS,1 D)
 

Wrist fracture NICARDIPINE HYDROCHLORIDE S ORAL 2 DOSAGE FORMS (2
DOSAGE FORMS,1 D)

 

Orthostatic hypotension EFFEXOR S ORAL 2 DOSAGE FORMS (2
DOSAGE FORMS,1 D)

 

Extradural haematoma VALIUM S ORAL 1 DOSAGE FORMS (1
DOSAGE FORMS,1 D)

 

VASTAREL C  
POTASSIUM CHLORIDE C  
FOSAMAX C  
KARGEGIC(160 MG, POWDER
FOR ORAL SOLUTION)
(ACETYLSALICYLATE LYSINE)

C  

STABLON (12,5 MG, TABLET)
(TIANEPTINE)

C  

DIGOXIN C  
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6487077FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2007 6487077 EXPEDITED (15-DAY) N DS,OT US-WYE-H01531707 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 6 MTH WYETH
Maternal exposure during pregnancy EFFEXOR XR S ORAL  WYETH
Impaired work ability EFFEXOR XR S ORAL 1 WEEK WYETH
Dehydration  
Feeling abnormal  
Headache  
Impaired driving ability  
Memory impairment  
Nausea  
Weight decreased  
6487850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2007 6487850 EXPEDITED (15-DAY) Y OT US-WYE-H01518607 44 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Suicide attempt EFFEXOR XR S ORAL "tried to titrate off"  WYETH
Contusion EFFEXOR XR S ORAL  WYETH
Arthralgia  
Headache  
Nausea  
Paraesthesia  
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Detailed Report
6511842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Dec-2007 6511842 EXPEDITED (15-DAY) Y HO,LT 2007SP004023 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LUNESTA S ORAL ORAL  
Intentional overdose LITHIUM S ORAL ORAL  
Aspiration EFFEXOR S ORAL ORAL  
Acute respiratory distress syndrome SEROQUEL S ORAL ORAL  
Depression CHLORPROMAZINE S ORAL ORAL  
Disease recurrence TOPAMAX S ORAL ORAL  
Lung disorder CLONAZEPAM S ORAL ORAL  
Scar CLOZAPINE C  
Weight increased  

6011284FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2007 6011284 EXPEDITED (15-DAY) N LT US-
AVENTIS-200612352US

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose DESIPRAMINE HYDROCHLORIDE S dose: UNKNOWN  AVENTIS

OLANZAPINE S dose: UNKNOWN  
LITHIUM S dose: UNKNOWN  
VENLAFAXINE HYDROCHLORIDE S dose: UNKNOWN  
ZIPRASIDONE HYDROCHLORIDE S dose: UNKNOWN  
ZOLPIDEM TARTRATE S dose: UNKNOWN  

6513684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Dec-2007 6513684 DIRECT Y 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia VENLAFAXINE HYDROCHLORIDE S ORAL 225 MG  DAILY  PO  
Hypothyroidism  
Leukopenia  
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6368026FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6368026 NON-EXPEDITED Y DE USA-2007-0026406 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose OXYCONTIN S 40 MG, Q8H  
Road traffic accident CAFFEINE CITRATE S  

ACETAMINOPHEN S  
MEPROBAMATE S  
CARISOPRODOL S  
GABAPENTIN (GABAPENTIN) S  
DIPHENHYDRAMINE
HYDROCHLORIDE

S  

VENLAFAXINE S  
CARBAMAZEPINE S  
OXCARBAZEPINE
(OXCARBAZEPINE)

S  

OXYMORPHONE
HYDROCHLORIDE

S  
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Detailed Report
6466173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6466173 EXPEDITED (15-DAY) Y HO US-BOEHRINGER
INGELHEIM
PHARMACEUTICALS,
INC.-2007-BP-24261BP

57 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident MIRAPEX S ORAL  BOEHRINGER INGELHEIM
Lethargy EFFEXOR S  
Dizziness DIOVAN C  
Dyspnoea NORVASC C  
Speech disorder LABETALOL C  
Respiratory failure POTASSIUM CHLORIDE C  
Asthma NEXIUM C  
Orthostatic hypotension LASIX C  
Somnolence ESTRATEST C  

MOBIC C  
VYTORIN C  
SINGULAIR C  
ADVAIR DISKUS C  
FLONASE C  
ALBUTEROL C  
ASPIRIN C  
LORCET C  
MINOXIDIL C  
XANAX C  

Page: 2,734 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6494320FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6494320 EXPEDITED (15-DAY) Y HO DE-WYE-G00634107 43 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 50 capsules (overdose

amount 3750 mg)
1 DAY WYETH

Convulsion OPIPRAMOL S ORAL 10 tablets (overdose
amount 1000 mg)

1 DAY UNKNOWN

Tachycardia MIRTAZAPINE S ORAL 50 tablets (overdose
amount 1500 mg)

1 DAY UNKNOWN

Blood pressure systolic increased  
Dyspnoea  
Gastrointestinal sounds abnormal  
Somnolence  
Sopor  
6495590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6495590 EXPEDITED (15-DAY) N HO A0698626A 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose CHLORPROMAZINE S UNKNOWN  GLAXOSMITHKLINE
Depression CLOZAPINE S ORAL  
Depressed level of consciousness LITHIUM S  GLAXOSMITHKLINE
Aspiration EFFEXOR S  
Acute respiratory distress syndrome LUNESTA S  
Lung disorder SEROQUEL S  

TOPAMAX S  
6495661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6495661 EXPEDITED (15-DAY) Y HO DE-WYE-G00735307 1 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose VENLAFAXINE HYDROCHLORIDE S ORAL 2 capsules (overdose

amount 150 mg)
1 DAY WYETH

Accidental exposure to product by child  
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Detailed Report
6495703FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6495703 EXPEDITED (15-DAY) Y OT GB-WYE-G00751907 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced EFFEXOR XR S ORAL 150mg daily  WYETH
Amnesia  
Tremor  
6496300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6496300 EXPEDITED (15-DAY) Y LT FR-PFIZER
INC-2007102945

69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Peritonitis IRINOTECAN HYDROCHLORIDE S  
Large intestine perforation IRINOTECAN HYDROCHLORIDE S  

IRINOTECAN HYDROCHLORIDE S INTRAVENOUS Daily Dose:350MG  
AVASTIN S  
AVASTIN S  
AVASTIN S Daily Dose:400MG  
FLUOROURACIL S  
FLUOROURACIL S  
FLUOROURACIL S INTRAVENOUS  
ALPRAZOLAM S ORAL  
EFFEXOR S ORAL  
CALCIUM CARBONATE S ORAL Text:2 DOSES  
UNSPECIFIED INGREDIENT S ORAL Daily Dose:20MG  
CORTANCYL S ORAL Daily Dose:20MG  
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Detailed Report
6509213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6509213 DIRECT Y LT 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL 150 MG PO QD  
Fall BENADRYL C  
Tooth injury PRILOSEC OTC C  
Mouth injury XANAX C  
Generalised tonic-clonic seizure  
6511836FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6511836 DIRECT N DE,HO,LT,OT 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S ORAL 150 MG ONCE A DAY

PO
 WYETH

TRAZODONE HYDROCHLORIDE S ORAL 50 MG ONCE A DAY
PO

 WATSON

6513704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Dec-2007 6513704 DIRECT N HO,LT 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event PAROXETINE S ORAL 20 MG 2 DAILY PO  GLAXOSMITHKLINE

VENLAFAXINE S ORAL 50 MG DAILY PO  WYETH
EFFEXOR C  

6497701FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2007 6497701 EXPEDITED (15-DAY) Y HO,CA CA-
JNJFOC-20071201790

Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular hypoplasia EVRA S  
Maternal exposure during pregnancy EFFEXOR S  

DICLECTIN C TRANSPLACENTAL  
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Detailed Report
6498840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2007 6498840 EXPEDITED (15-DAY) Y HO FR-WYE-G00741907 39 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure acute EFFEXOR XR S ORAL 225 mg total daily  WYETH
Ventricular hypokinesia BROMAZEPAM C ORAL 1 tablet daily  ROCHE
Acute pulmonary oedema  
Congestive cardiomyopathy  
Oedema peripheral  
6513853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2007 6513853 DIRECT N 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity EFFEXOR XR S 37.5  Q DAILY  WYETH AYERST
Arthralgia  
Decreased activity  
6514288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Dec-2007 6514288 DIRECT Y OT 48 YR Female USA
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Detailed Report
6514288
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG DAILY PO 2 YR WYETH
Vomiting VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 MG DAILY PO 2 YR WYETH
Drug dose omission EFFEXOR XR C  
Aggression  
Agitation  
Amnesia  
Anger  
Anxiety  
Borderline glaucoma  
Chills  
Confusional state  
Crying  
Decreased appetite  
Depressed mood  
Disturbance in attention  
Dizziness  
Emotional disorder  
Feeling abnormal  
Flatulence  
Hallucination  
Headache  
Hyperhidrosis  
Initial insomnia  
Judgement impaired  
Middle insomnia  
Nightmare  
Night sweats  
Restless legs syndrome  
Sensory disturbance  
Sluggishness  
Uveitis  
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6501538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2007 6501538 EXPEDITED (15-DAY) Y HO DE-WYE-G00735507 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myoclonus VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL unknown  WYETH
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S TRANSMAMMARY unknown  WYETH
Agitation neonatal  
Exposure during breast feeding  
6501551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2007 6501551 EXPEDITED (15-DAY) Y DE CA-
ASTRAZENECA-2007U
W28129

49 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents SEROQUEL S ORAL  ZENECA

VENLAFAXINE HYDROCHLORIDE S  
PAROXETINE S  
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6501653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2007 6501653 EXPEDITED (15-DAY) Y HO,OT US-WYE-H01555707 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount

unspecified
1 DAY WYETH

Aspiration LUNESTA S overdose amount
unspecified

1 DAY SEPRACOR

Acute respiratory distress syndrome CLOZAPINE S ORAL dose and frequency
unspecified

 UNKNOWN

Depressed level of consciousness CHLORPROMAZINE S overdose amount
unspecified

1 DAY UNKNOWN

Depression TOPIRAMATE S overdose amount
unspecified

1 DAY JANSSEN

Suicide attempt LITHIUM S ORAL overdose amount
unspecified

1 DAY UNKNOWN

SEROQUEL S overdose amount
unspecified

1 DAY UNKNOWN

6501750FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2007 6501750 EXPEDITED (15-DAY) Y HO DE-WYE-G00739707 52 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL maximal 120 capsules

(overdose amount
maximal 9000 mg)

1 DAY WYETH

Alcohol poisoning PIPAMPERONE S ORAL unknown overdose
amount

1 DAY UNKNOWN

ALCOHOL S ORAL unknown amount 1 DAY UNKNOWN
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6501751FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2007 6501751 EXPEDITED (15-DAY) Y HO GBWYE874619JUN07 72 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Herpes zoster EFFEXOR XR S ORAL  WYETH
Weight increased CODEINE\ETHYLMORPHINE C 25mg, frequency

unknown
 

Pain MIRTAZAPINE C 10mg, frequency
unknown

 UNKNOWN

6501822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2007 6501822 EXPEDITED (15-DAY) Y HO DE-WYE-G00657107 32 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 17 capsules (overdose

amount 1275mg)
1 DAY WYETH

Stupor RITALIN S ORAL 20 tablets (overdose
amount 412mg)

1 DAY NOVARTIS

Areflexia ALCOHOL S ORAL unknown amount 1 DAY UNKNOWN
Agitation PARACETAMOL S ORAL unknown number of

tablets (overdose
amount 6500mg)

1 DAY UNKNOWN

Disturbance in attention  
Intentional overdose  
Tachycardia  
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6503920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Dec-2007 6503920 NON-EXPEDITED N US-
ABBOTT-07P-163-04239
04-00

52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Libido decreased HUMIRA S SUBCUTANEOUS 160mg every two weeks,

then 80mg x1, and then
40mg every two weeks

 

Rash AZATHIOPRINE S ORAL  
Burning sensation VENLAFAXINE HYDROCHLORIDE S ORAL  
Throat irritation BUPROPION S ORAL  
Haemorrhagic diathesis  
Increased tendency to bruise  
Vomiting  

6462000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2007 6462000 EXPEDITED (15-DAY) N HO,DS B0381764A Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension PAROXETINE HYDROCHLORIDE S ORAL  GLAXOSMITHKLINE
Joint stiffness EFFEXOR S ORAL 37.5MG per day  
Sleep disorder LEVOMEPROMAZINE S  
Paraesthesia ZOLOFT S ORAL  
Muscle spasms MELLARIL S UNKNOWN  
Muscle twitching ZOPICLONE S  
Fatigue NEFAZODONE HYDROCHLORIDE S ORAL 20MG per day  
Heart rate decreased FLUNITRAZEPAM C UNKNOWN  
Photosensitivity reaction VALLERGAN C UNKNOWN  
Abdominal pain  
Anxiety  
Balance disorder  
Cardiovascular disorder  
Chest discomfort  
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6462000
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest pain  
Chronic fatigue syndrome  
Confusional state  
Decreased appetite  
Depression  
Disability  
Dizziness  
Erectile dysfunction  
Fear  
Gastrointestinal disorder  
Headache  
Heart rate increased  
Sensory disturbance  
Social phobia  
Somatisation disorder  
Tinnitus  
VIIth nerve paralysis  
Weight decreased  
6474292FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2007 6474292 EXPEDITED (15-DAY) Y OT GB-WYE-G00652007 27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abscess EFFEXOR XR S ORAL  WYETH
Condition aggravated EFFEXOR XR S ORAL  WYETH
6494439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2007 6494439 EXPEDITED (15-DAY) Y OT DE-WYE-G00704107 40 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unevaluable event VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Drug interaction AMOXICILLIN S ORAL unknown  UNKNOWN
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6506119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2007 6506119 EXPEDITED (15-DAY) Y HO DE-WYE-G00768707 31 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL maximal 8 capsules

(overdose amount
maximal 600 mg)

1 DAY WYETH

Coma MIRTAZAPINE S ORAL maximal 80 tablets
(overdose amount 2400
mg)

1 DAY UNKNOWN

Gastrointestinal sounds abnormal DOXEPIN S ORAL maximal 50 tablets
(overdose amount 5000
mg)

1 DAY

Convulsion  
6506654FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2007 6506654 EXPEDITED (15-DAY) N OT US-WYE-H01621507 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL titrated up  WYETH
Depression EFFEXOR XR S ORAL  WYETH
Condition aggravated EFFEXOR XR S ORAL tapered to 75 mg  WYETH
Suicidal ideation WELLBUTRIN S 150 mg (frequency

unspecified)
 GLAXOSMITHKLINE

Abnormal behaviour  
6506687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2007 6506687 EXPEDITED (15-DAY) Y HO FR-WYE-G00770607 70 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 3 DAY WYETH
Aggression MORPHINE SULFATE C ORAL  
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6507213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2007 6507213 EXPEDITED (15-DAY) Y OT CA-WYE-G00771807 13 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL  WYETH
Intentional self-injury  
Suicide attempt  

3833635FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2007 3833635 EXPEDITED (15-DAY) N OT HQ3779215AUG2002 47 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Paraesthesia EFFEXOR XR S ORAL  WYETH
Convulsion EFFEXOR XR S ORAL  WYETH
Unevaluable event EFFEXOR XR S ORAL 1 WEEK WYETH
Muscle twitching EFFEXOR XR S ORAL  WYETH
Abnormal dreams EFFEXOR S ORAL dose unknown  WYETH
Drug ineffective EFFEXOR S  WYETH
Dysgeusia EFFEXOR S  WYETH
Dizziness EFFEXOR S  WYETH
Nausea DISOPYRAMIDE PHOSPHATE C UNKNOWN  
Constipation ATENOLOL C UNKNOWN  UNKNOWN
Hypoaesthesia CLORAZEPATE DIPOTASSIUM C UNKNOWN  UNKNOWN
Tinnitus CLORAZEPATE DIPOTASSIUM C  UNKNOWN
Impaired work ability ELAVIL C UNKNOWN unknown  MERCK SHARP AND

DOHME
Insomnia TRAZODONE HYDROCHLORIDE C UNKNOWN unknown  UNKNOWN
Feeling abnormal SYNTHROID C UNKNOWN  
Sensory disturbance LANOXIN C UNKNOWN  
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6507985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2007 6507985 EXPEDITED (15-DAY) N OT NLWYE256519JAN07 32 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death EFFEXOR XR S  WYETH
Maternal exposure during pregnancy EFFEXOR XR S  WYETH

EFFEXOR XR S lower dose  WYETH
6508006FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2007 6508006 EXPEDITED (15-DAY) Y OT A0699323A 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain mass WELLBUTRIN XL S ORAL 300MG Per day  GLAXOSMITHKLINE
Demyelinating polyneuropathy EFFEXOR XR S ORAL 75MG Per day  

LEXAPRO S 20MG Per day  
UNSPECIFIED INGREDIENT C  

6508103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2007 6508103 EXPEDITED (15-DAY) Y OT DE-WYE-G00777407 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intestinal haemorrhage VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Constipation NALOXONE HYDROCHLORIDE C unknown  UNKNOWN
6508144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2007 6508144 EXPEDITED (15-DAY) Y OT AU-WYE-G00782607 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colectomy EFFEXOR XR S ORAL 300 mg mane, 187.5 mg

midi
 WYETH
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6508145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2007 6508145 EXPEDITED (15-DAY) Y HO FR-WYE-G00786307 62 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancytopenia EFFEXOR S ORAL 5 YR WYETH
Myelofibrosis BROMAZEPAM S ORAL unknown 5 YR ROCHE

ALANINE S ORAL if necessary, 400 mg  
BETAHISTINE HYDROCHLORIDE S ORAL unknown  
NICERGOLINE S ORAL if necessary, dose

unknown
 FARMITALIA

ACETAMINOPHEN S ORAL if necessary, dose
unknown

 

TAHOR S ORAL unknown 5 YR
AMYLASE S unknown 5 YR UNKNOWN

6508170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2007 6508170 EXPEDITED (15-DAY) N OT AU-WYE-G00766407 27 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Paraesthesia EFFEXOR XR S ORAL  WYETH
Anger  
Crying  
Disturbance in attention  
Drug effect decreased  
Maternal exposure during pregnancy  
Obsessive-compulsive disorder  
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6516532FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2007 6516532 EXPEDITED (15-DAY) Y HO,LT 2007AP001430 24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression LITHIUM CARBONATE S ORAL PO; PO  
Disease recurrence VENLAFAXINE HYDROCHLORIDE S  
Overdose ESZOPICLONE S  
Aspiration QUETIAPINE S  
Depressed level of consciousness CHLORPROMAZINE S  
Acute respiratory distress syndrome TOPIRAMATE S  
Weight increased CLOZAPINE C  

CLONAZEPAM C  

6183245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6183245 EXPEDITED (15-DAY) Y OT DEWYE536415NOV06 75 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 mg 11 DAY WYETH
Hepatic enzyme increased ACETYLSALICYLIC ACID C ORAL 100 mg 75 DAY UNKNOWN
Condition aggravated VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg 7 DAY WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg 7 DAY WYETH
VENLAFAXINE HYDROCHLORIDE S ORAL 225 mg 14 DAY WYETH
RISPERDAL S ORAL 1 mg  JANSSEN
REMERGIL S ORAL 45 mg 88 DAY
REMERGIL S ORAL 30 mg 6 DAY
REMERGIL S ORAL 15 mg 3 DAY
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6481758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6481758 EXPEDITED (15-DAY) N OT GB-WYE-G00717007 31 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL  WYETH
Agitation  
Depressed mood  
Feeling abnormal  
6497618FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6497618 EXPEDITED (15-DAY) Y OT NL-WYE-G00747807 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR XR S  WYETH
Condition aggravated  
6508856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6508856 EXPEDITED (15-DAY) Y OT AU-WYE-G00707907 35 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Uterine injury EFFEXOR XR S ORAL  WYETH
Abnormal labour  
Maternal exposure during pregnancy  
6509138FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6509138 EXPEDITED (15-DAY) Y HO DE-WYE-G00786707 57 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse VENLAFAXINE HYDROCHLORIDE S ORAL 5 capsules (total amount

750 mg)
1 DAY WYETH

Intentional overdose ALCOHOL S ORAL 4 liters red wine (total
alcohol amount
unknown)

1 DAY UNKNOWN

Agitation  
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6509162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6509162 EXPEDITED (15-DAY) Y HO DE-WYE-G00786007 75 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 100 capsules (overdose

amount 7500mg)
1 DAY WYETH

Fatigue LORAZEPAM S ORAL 20 tablets (overdose
amount 20mg)

1 DAY WYETH

Gastrointestinal sounds abnormal  
Suicide attempt  
6509443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6509443 EXPEDITED (15-DAY) N OT A0699644A 21 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety WELLBUTRIN S UNKNOWN 150MG Alternate days  GLAXOSMITHKLINE
Decreased appetite EFFEXOR S UNKNOWN 150MG Per day  
Fear ATIVAN C  
Insomnia UNSPECIFIED INGREDIENT C ORAL  
Mobility decreased MULTIVITAMINS C  
Hyperhidrosis  
Photophobia  
Somnolence  
6509653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6509653 EXPEDITED (15-DAY) Y HO US-WYE-H01691807 84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL  WYETH
Haematoma EFFEXOR XR S  WYETH

AMBIEN S ORAL  
XANAX S  
WARFARIN SODIUM C unknown  UNKNOWN
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6509755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Dec-2007 6509755 EXPEDITED (15-DAY) Y DS,OT CH-WYE-G00774307 78 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tremor EFFEXOR S ORAL  WYETH
Muscular weakness LITHIUM S ORAL  VIFOR
Condition aggravated EUTHYROX C ORAL  
Malnutrition RIVOTRIL C ORAL  ROCHE
Cognitive disorder LORAZEPAM C ORAL  WYETH
Creatinine renal clearance decreased  
Depressed mood  
Social avoidant behaviour  

6460955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2007 6460955 EXPEDITED (15-DAY) Y HO NL-WYE-G00556107 53 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriospasm coronary EFFEXOR XR S ORAL  WYETH
6481649FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2007 6481649 EXPEDITED (15-DAY) Y OT GB-WYE-G00675207 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred EFFEXOR XR S ORAL  WYETH
Burning sensation PROPRANOLOL S ORAL unknown  UNKNOWN
Mydriasis BUSPAR S ORAL  ASTRAZENECA
Bedridden  
Dizziness  
Headache  
Hypotension  
Lethargy  
Nausea  
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6511277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2007 6511277 EXPEDITED (15-DAY) Y OT US-WYE-H01732907 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S unknown  WYETH
Mania PROZAC S unknown  

CHANTIX S unknown  PFIZER
6511360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2007 6511360 EXPEDITED (15-DAY) Y HO US-SANOFI-
SYNTHELABO-
A03200706878

84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematoma AMBIEN S ORAL  
Fall EFFEXOR XR S ORAL  

EFFEXOR XR S ORAL  
XANAX S ORAL  
DABIGATRAN ETEXILATE S ORAL UNK 58 DAY
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6511413FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Dec-2007 6511413 EXPEDITED (15-DAY) Y DE,CA FR-WYE-G00798507 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Spina bifida EFFEXOR S TRANSPLACENTAL unknown  WYETH
Foetal growth restriction CYAMEMAZINE S TRANSPLACENTAL unknown  
Maternal exposure during pregnancy DEPAKOTE S TRANSPLACENTAL unknown  UNKNOWN
Cerebral ventricle dilatation CHLORPROMAZINE

HYDROCHLORIDE
C TRANSPLACENTAL  

Brain herniation  
Delayed fontanelle closure  
Foetal distress syndrome  
Hypoperfusion  
Macrocephaly  
Renal aplasia  
Talipes  
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6462877FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6462877 EXPEDITED (15-DAY) N HO,DS,OT NO-WYE-G00550207 Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disability EFFEXOR S ORAL 37,5 mg  WYETH
Balance disorder MELLARIL S unknown  SANDOZ
Dizziness ZOPICLONE S  
Anxiety LEVOMEPROMAZINE S  
Heart rate decreased ZOLOFT S ORAL 50 mg  
Fear of disease PAROXETINE HYDROCHLORIDE S ORAL 20 mg  UNKNOWN
Cardiovascular disorder PAROXETINE HYDROCHLORIDE S  UNKNOWN
Chest discomfort NEFAZODONE HYDROCHLORIDE C ORAL 20 mg  BRISTOL MYERS SQUIBB
Tinnitus FLUNITRAZEPAM C unk  ROCHE
Chest pain VALLERGAN C ORAL unspecified  
Abdominal pain  
Chronic fatigue syndrome  
Condition aggravated  
Decreased appetite  
Depression  
Erectile dysfunction  
Fatigue  
Hallucination, auditory  
Hypotension  
Insomnia  
Musculoskeletal stiffness  
Photosensitivity reaction  
Sleep disorder  
Social phobia  
Somatisation disorder  
Syncope  
VIIth nerve paralysis  
Weight decreased  
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6473258FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6473258 EXPEDITED (15-DAY) Y OT US-WYE-H01291107 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apnoea neonatal EFFEXOR XR S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy EFFEXOR XR S  WYETH
Apgar score low LAMICTAL C ORAL unknown  
Hypertonia neonatal WELLBUTRIN C ORAL unknown  GLAXOSMITHKLINE
Exposure during breast feeding WELLBUTRIN C  GLAXOSMITHKLINE
Neonatal disorder  
Oxygen saturation decreased  
6512177FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6512177 EXPEDITED (15-DAY) Y CA US-WYE-H01808707 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL  WYETH
Fallot's tetralogy  
6512287FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6512287 EXPEDITED (15-DAY) N OT CA-WYE-G00811807 17 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR XR S ORAL  WYETH
Circadian rhythm sleep disorder  
Quality of life decreased  
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6512289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6512289 EXPEDITED (15-DAY) Y OT FR-WYE-G00805007 36 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Placental necrosis EFFEXOR S ORAL unknown  WYETH
Placental infarction CYAMEMAZINE S ORAL unknown  
Necrosis ischaemic DEPAKOTE S ORAL unknown  UNKNOWN
Placental disorder CHLORPROMAZINE

HYDROCHLORIDE
C ORAL  

Maternal exposure during pregnancy  
Placental chorioangioma  
6512341FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6512341 EXPEDITED (15-DAY) Y HO,LT US-WYE-H01826007 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Atrial fibrillation  
6513340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6513340 EXPEDITED (15-DAY) Y HO US-PFIZER
INC-2007103596

84 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haematoma XANAX S ORAL  
Fall UNSPECIFIED INGREDIENT S ORAL  

AMBIEN S ORAL Text:10 MG (10 MG, 1
IN 1 D)

 

EFFEXOR S ORAL Text:37.5 MG (37.5 MG,
1 IN 1 D)

 

EFFEXOR S  
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6519167FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6519167 DIRECT Y 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL 37.5 MG  1 TIME DAILY

PO
 

Nausea MAXALT-MLT S ORAL 10 MG UP TO 2 10 MG
2 TIMES DAILY PRN
PO

 MERCK

Convulsion  
Dysarthria  
Loss of consciousness  
Syncope  
6521841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Dec-2007 6521841 EXPEDITED (15-DAY) Y DE 2007337824 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperkalaemia GUAIFENESIN\PHENYLEPHRINE

HYDROCHLORIDE
S ORAL GUAIFENESIN 400 MG/

PHENYLEPHERINE 15
MG, ORAL

 

Blood pH decreased VENLAFAXINE S ORAL ORAL  
Hypotension HYDROCODONE BITARTRATE

AND ACETAMINOPHEN
S ORAL ACETAMINOPHEN

500MG/15ML, ORAL
 

Respiratory depression METFORMIN S ORAL ORAL  
Depressed level of consciousness DIAZEPAM (DIAZEPAM) S ORAL ORAL  
Toxicity to various agents GLIPIZIDE S ORAL ORAL  
Completed suicide GABAPENTIN (GABAPENTIN) S ORAL (100 MCG), ORAL  
Coma RAMIPRIL S ORAL (1.25 MCG), ORAL  
Blood glucose decreased RAMIPRIL S ORAL (1.25 MCG), ORAL  
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6440783FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Dec-2007 6440783 EXPEDITED (15-DAY) Y HO CH-WYE-G00418707 35 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR S ORAL 75 mg per day 7 DAY WYETH
Micturition disorder LORAZEPAM C ORAL 4 mg per day 5 DAY WYETH
Antidepressant drug level increased EFFEXOR S ORAL 150 mg per day 12 DAY WYETH
Alanine aminotransferase increased EFFEXOR S ORAL 75 mg per day  WYETH
Gamma-glutamyltransferase increased VALIUM S ORAL 30 mg per day  ROCHE
Drug interaction VALIUM S ORAL dose gradually reduced  ROCHE

VALIUM S ORAL 10 mg per day  ROCHE
SEROQUEL S ORAL 100 mg per day 4 DAY ZENECA
SEROQUEL S ORAL 450 mg per day 1 DAY ZENECA
SEROQUEL S ORAL 600 mg per day 3 DAY ZENECA
SEROQUEL S ORAL 800 mg per day 4 DAY ZENECA
SEROQUEL S ORAL 1000 mg per day  ZENECA
FLUOXETINE S ORAL 60 mg per day 12 DAY
FLUOXETINE S ORAL 40 mg per day 3 DAY
FLUOXETINE S ORAL 20 mg per day 4 DAY
HALDOL S ORAL 10 mg per day 2 DAY
HALDOL S ORAL 20 mg per day 3 DAY
HALDOL S ORAL 10 mg per day  
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6471050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2007 6471050 EXPEDITED (15-DAY) N HO IE-WYE-G00604707 44 YR Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 225mg daily  WYETH
Chills EFFEXOR XR S unknown  WYETH
Rash EFFEXOR S unknown  WYETH
Headache EFFEXOR S  WYETH
Agitation  
Blood pressure increased  
Decreased appetite  
Drug ineffective  
Feeling abnormal  
Hypersensitivity  
Inappropriate schedule of drug administration  
Insomnia  
Nausea  
Paraesthesia  
Tachycardia  
Vomiting  
Weight decreased  
6521288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Dec-2007 6521288 EXPEDITED (15-DAY) Y HO DSA_31080_2007 75 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL (20 MG 1X . ORAL)  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL (7500 MG 1X . ORAL)  
Fatigue  
Gastrointestinal sounds abnormal  
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6481190FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2007 6481190 EXPEDITED (15-DAY) Y CH-WYE-G00675607 55 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnambulism EFFEXOR S ORAL 13 DAY WYETH
Injury EFFEXOR S ORAL 29 DAY WYETH
Loss of consciousness EFFEXOR S ORAL  WYETH
Nightmare CITALOPRAM C  WYETH
6516188FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2007 6516188 EXPEDITED (15-DAY) Y DE,CA FR-
ABBOTT-07P-056-04300
02-00

Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion induced DEPAKOTE S TRANSPLACENTAL  
Foetal growth restriction VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  
Spina bifida CYAMEMAZINE S TRANSPLACENTAL  
Macrocephaly CHLORPROMAZINE

HYDROCHLORIDE
C TRANSPLACENTAL  

Congenital musculoskeletal anomaly  
Renal aplasia  
Talipes  
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6516565FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Dec-2007 6516565 EXPEDITED (15-DAY) Y HO CH-PFIZER
INC-2007105505

Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dermatitis exfoliative NEURONTIN S ORAL  
Rash pustular ZOLOFT S ORAL  
Off label use AUGMENTIN S ORAL  

NOROXIN S ORAL  
EFFEXOR S ORAL  
OXAZEPAM C ORAL  
MAGNESIUM ASPARTATE C SUBLINGUAL  
THIAMINE HYDROCHLORIDE C ORAL  
BECOZYM C  
ASCORBIC ACID\FERROUS
SULFATE\FOLIC ACID\PROTEASE

C ORAL  

CALCIMAGON-D3 C ORAL  
ASPIRIN CARDIO C ORAL  
EUTHYROX C ORAL  

6517271FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Dec-2007 6517271 EXPEDITED (15-DAY) Y DE GB-PFIZER
INC-2007108001

23 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose CETIRIZINE HYDROCHLORIDE S  
Fall NEFOPAM HYDROCHLORIDE S  
Convulsion VENLAFAXINE HYDROCHLORIDE S  

CO-CODAMOL S  
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Detailed Report
6521984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jan-2008 6521984 DIRECT N DS,OT 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome EFFEXOR XR S DAILY  
Myocardial infarction  
Palpitations  
Panic disorder  
Tremor  

6462444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2008 6462444 EXPEDITED (15-DAY) Y PL-WYE-H00963107 74 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythema EFFEXOR XR S ORAL 4 DAY WYETH
Burning sensation ALENDRONATE SODIUM C unknown  UNKNOWN

ZOCOR C 20 mg (frequency
unspecified)

 MERCK SHARP AND
DOHME

ZOCOR C  MERCK SHARP AND
DOHME

ASPIRIN C "0,075 G" (frequency
unspecified)

 UNKNOWN

ASPIRIN C  UNKNOWN
PARACETAMOL C 1500 mg (frequency

unspecified)
 UNKNOWN

METOPROLOL TARTRATE C unknown  ASTRAZENECA
METOPROLOL TARTRATE C  ASTRAZENECA
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Detailed Report
6463753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2008 6463753 EXPEDITED (15-DAY) Y OT DE-WYE-G00568707 53 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL dose was increased up

to 300 mg per day
 WYETH

Drug ineffective VENLAFAXINE HYDROCHLORIDE S ORAL 225 mg / day 12 DAY WYETH
Neuroleptic malignant syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg / day 4 DAY WYETH
Speech disorder VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg / day 4 DAY WYETH
Oculogyric crisis VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 mg / day  WYETH
Muscle spasms  
6518724FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Jan-2008 6518724 EXPEDITED (15-DAY) Y OT NL-
JNJFOC-20071205945

60 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dementia TOPAMAX S ORAL  

EFFEXOR XR S ORAL  
BISOPROLOL FUMARATE C  
ASCAL CARDIO C  
NIFEDIPINE C  
APROVEL C  
SIMVASTATINUM C  
BUMETANIDE C  
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6519347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2008 6519347 EXPEDITED (15-DAY) Y HO DE-WYE-G00826607 55 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL two capsules (overdose

amount 300mg)
1 DAY WYETH

Dysarthria DOXEPIN S ORAL 4 tablets (overdose
amount 200mg)

1 DAY UNKNOWN

ALCOHOL S ORAL unknown amount 1 DAY UNKNOWN
CLOMETHIAZOLE S ORAL unknown amount 1 DAY KNOLL

6519813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2008 6519813 EXPEDITED (15-DAY) Y DE US-
MERCK-0801USA00254

64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse PEPCID S ORAL  MERCK
Overdose QUETIAPINE FUMARATE S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
DIPHENHYDRAMINE
HYDROCHLORIDE

S ORAL  

6525145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jan-2008 6525145 DIRECT N OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 MG. 1 DAY PO  
Eye movement disorder  
Feeling abnormal  
Paraesthesia  
Tinnitus  
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Detailed Report
6520540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2008 6520540 EXPEDITED (15-DAY) Y HO US-
ASTRAZENECA-2008U
W00074

24 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose SEROQUEL S ORAL  ZENECA

LITHIUM S  
VENLAFAXINE HYDROCHLORIDE S  
LUNESTA S  
CHLORPROMAZINE S  
TOPIRAMATE S  

6521055FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jan-2008 6521055 EXPEDITED (15-DAY) Y DE US-
MERCK-0801USA00152

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose PRINIVIL S ORAL  MERCK
Completed suicide ASPIRIN S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
GABAPENTIN S ORAL  
AMLODIPINE BESYLATE S ORAL  
DIAZEPAM S ORAL  
IMIPRAMINE HYDROCHLORIDE S ORAL  
[THERAPY UNSPECIFIED] S ORAL  
HYDRODIURIL S ORAL  
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Detailed Report
6458594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2008 6458594 EXPEDITED (15-DAY) Y OT DE-WYE-G00533007 84 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced VENLAFAXINE HYDROCHLORIDE S ORAL 75-150mg per day  WYETH
Optic nerve disorder VENLAFAXINE HYDROCHLORIDE S  WYETH

REMERGIL S ORAL 15-30mg  
REMERGIL S  
LERCANIDIPINE
HYDROCHLORIDE

C ORAL unknown  UNKNOWN

ACTONEL C ORAL unknown  PROCTER AND GAMBLE
EUTHYROX C ORAL unknown  

6477013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2008 6477013 EXPEDITED (15-DAY) N HO,DS FR-WYE-G00657307 50 YR Female FRA
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Detailed Report
6477013
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug intolerance EFFEXOR S ORAL intake of 1 tablet of

Effexor Lp 37.5 mg
1 DAY WYETH

Pollakiuria FERROUS SULFATE C ORAL  
Fatigue TROSPIUM CHLORIDE C ORAL  UNKNOWN
Paraesthesia NOMEGESTROL ACETATE C ORAL  
Mobility decreased PROCTOLOG C TOPICAL 1 application 2 times per

day
 

Palpitations LEVOTHYROX C ORAL  
Dysarthria CRATAEGUS EXTRACT

\VALERIAN EXTRACT
C ORAL  

Abdominal distension  
Abdominal pain upper  
Anxiety  
Back pain  
Blood pressure increased  
Body temperature increased  
Discomfort  
Dizziness  
Flatulence  
Gastric disorder  
Hallucination, visual  
Headache  
Malaise  
Muscular weakness  
Myotonia  
Nausea  
Sleep disorder  
Speech disorder  
Tachycardia  
Tremor  

Page: 2,768 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6521210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2008 6521210 EXPEDITED (15-DAY) Y HO ES-
JNJFOC-20080100054

Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt ACETAMINOPHEN S  
Intentional overdose ACETAMINOPHEN S  
Hepatotoxicity MIRTAZAPINE S  

VENLAFAXINE HYDROCHLORIDE S  
6521289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2008 6521289 EXPEDITED (15-DAY) Y DS GB-WYE-G00733907 76 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR XR S ORAL 225 mg frequency

unknown
 WYETH

EFFEXOR XR S ORAL  WYETH
EFFEXOR XR S 75 mg frequency

unknown
 WYETH

OLANZAPINE C ORAL  UNKNOWN
6521290FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2008 6521290 EXPEDITED (15-DAY) Y HO GB-WYE-G00831408 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL  WYETH
Laceration QUETIAPINE C unknown  UNKNOWN
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Detailed Report
6521477FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2008 6521477 EXPEDITED (15-DAY) N DS AU-WYE-G00833908 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Burning sensation EFFEXOR XR S ORAL one 75 mg capsule only 1 DAY WYETH
Abdominal pain upper  
Anxiety  
Cold sweat  
Condition aggravated  
Diarrhoea  
Dizziness  
Heart rate increased  
Tremor  
6521486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2008 6521486 EXPEDITED (15-DAY) Y HO AU-WYE-G00838508 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome EFFEXOR XR S ORAL  WYETH
Blood creatine phosphokinase increased  
Hyperthermia  
Muscle rigidity  
6521488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jan-2008 6521488 EXPEDITED (15-DAY) N OT DE-WYE-G00824507 26 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Blood alcohol increased ALCOHOL S ORAL unknown  UNKNOWN
Abnormal behaviour  
Alcohol interaction  
Amnesia  
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Detailed Report
6522118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2008 6522118 EXPEDITED (15-DAY) Y HO AU-WYE-G00844908 55 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle rigidity EFFEXOR XR S ORAL  WYETH
Parkinsonism RISPERIDONE S ORAL  UNKNOWN
Extrapyramidal disorder GLICLAZIDE C  UNKNOWN
Hyperhidrosis NEXIUM C  ASTRAZENECA
Mobility decreased ACTOS C  

VALPROATE SODIUM C  UNKNOWN
6529959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2008 6529959 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 75MG ONCE DAILY

ORAL
 

Pruritus VENLAFAXINE HYDROCHLORIDE S ORAL 25MG DOWN TO 6 MG
TWICE DAILY ORAL

 

Urticaria  
6530013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jan-2008 6530013 DIRECT Y OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S ORAL PO  
Abnormal behaviour  
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Detailed Report
6476032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2008 6476032 EXPEDITED (15-DAY) Y HO,OT DE-WYE-G00626307 39 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Leukaemia VENLAFAXINE HYDROCHLORIDE S ORAL 300 mg / day  WYETH
Hyperhidrosis VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg / day  WYETH
Chills VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg / day  WYETH
Blood pressure increased DOXEPIN C ORAL 25 mg / day  UNKNOWN
Glossodynia  
Nausea  
Pain in extremity  
6481479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2008 6481479 EXPEDITED (15-DAY) Y HO DE-WYE-G00696807 64 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congestive cardiomyopathy VENLAFAXINE HYDROCHLORIDE S ORAL 75-150 mg per day  WYETH
Bradyarrhythmia VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

LITHIUM C ORAL unknown  UNKNOWN
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Detailed Report
6523708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2008 6523708 EXPEDITED (15-DAY) Y DE,OT US-BRISTOL-MYERS
SQUIBB
COMPANY-14033385

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PRINIVIL S ORAL  MERCK
Overdose PRINZIDE S ORAL  MERCK

FUROSEMIDE S  
TRAZODONE HYDROCHLORIDE S  APOTHECON
GABAPENTIN S  
HYDROXYZINE
HYDROCHLORIDE

S  

LAMOTRIGINE S  
SILDENAFIL CITRATE S  
VENLAFAXINE HYDROCHLORIDE S  

6524028FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2008 6524028 EXPEDITED (15-DAY) Y OT DE-WYE-G00831708 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Neurotoxicity  
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Detailed Report
6524162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2008 6524162 EXPEDITED (15-DAY) Y DE US-
MERCK-0801USA00252

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents HYDRODIURIL S UNKNOWN  MERCK
Overdose QUETIAPINE FUMARATE S UNKNOWN  

VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
OXYCODONE AND
ACETAMINOPHEN

S UNKNOWN  

DIAZEPAM S UNKNOWN  
IBUPROFEN S UNKNOWN  

6524179FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2008 6524179 EXPEDITED (15-DAY) Y DE US-
MERCK-0801USA00178

67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose TIAMATE S ORAL  MERCK
Completed suicide [THERAPY UNSPECIFIED] S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
BUSPIRONE HYDROCHLORIDE S ORAL  
ALPRAZOLAM S ORAL  
TRAMADOL HYDROCHLORIDE S ORAL  
ATORVASTATIN S ORAL  

6528173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jan-2008 6528173 EXPEDITED (15-DAY) Y HO 2008-169867-NL Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Septic shock MIRTAZAPINE S 75 MG  
Renal failure VENLAFAXINE HYDROCHLORIDE S 30 MG  
Rhabdomyolysis  
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Detailed Report
6495662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6495662 EXPEDITED (15-DAY) Y OT GB-WYE-G00755507 36 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Dystonia VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Vertigo ALBUTEROL C INHALATION as needed  UNKNOWN
Agitation  
Confusional state  
Muscle contractions involuntary  
6507212FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6507212 EXPEDITED (15-DAY) Y HO,LT BE-WYE-G00755007 51 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Splenic rupture EFFEXOR S ORAL 222 DAY WYETH

RIVOTRIL C ORAL  ROCHE
PROPULSID C ORAL  JANSSEN
MIRTAZAPINE C ORAL  
MIRTAZAPINE C  

6521059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6521059 EXPEDITED (15-DAY) Y DE US-
MERCK-0801USA00176

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose TIAMATE S ORAL  MERCK
Completed suicide FLEXERIL S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
HYDROXYZINE
HYDROCHLORIDE

S ORAL  
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Detailed Report
6524463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524463 EXPEDITED (15-DAY) Y HO DE-WYE-G00823407 33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 40 capsules (overdose

amount 3000 mg) over 2
hours

1 DAY WYETH

Coma ALCOHOL S ORAL unknown alcohol amount
(overdose amount
unknown)

1 DAY UNKNOWN

Convulsion PROMETHAZINE S ORAL 10 tablets (overdose
amount 250 mg) over 2
hours

1 DAY UNKNOWN

Aggression  
6524539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524539 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080101663

67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TRAMADOL HYDROCHLORIDE S ORAL  
Toxicity to various agents DILTIAZEM HYDROCHLORIDE S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
ALPRAZOLAM S ORAL  
BUSPIRONE S ORAL  
ATORVASTATIN S ORAL  

6524540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524540 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080101946

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TRAMADOL HYDROCHLORIDE S ORAL  
Toxicity to various agents VENLAFAXINE HYDROCHLORIDE S UNKNOWN  

PREGABALIN S UNKNOWN  
TIZANIDINE HYDROCHLORIDE S UNKNOWN  

Page: 2,776 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6524600FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524600 EXPEDITED (15-DAY) Y DE US-
ASTRAZENECA-2008AC
00090

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death QUETIAPINE S UNKNOWN  ZENECA
Cardio-respiratory arrest OXYCODONE HYDROCHLORIDE

AND ACETAMINOPHEN
S UNKNOWN  

DIAZEPAM S UNKNOWN  
VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
IBUPROFEN S UNKNOWN  
HYDROCHLOROTHIAZIDE S UNKNOWN  

6524638FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524638 EXPEDITED (15-DAY) Y DE US-
ASTRAZENECA-2008AC
00106

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide QUETIAPINE S ORAL  ZENECA
Cardio-respiratory arrest METOPROLOL S ORAL  

METAXALONE S ORAL  
ALPRAZOLAM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
EZETIMIBE/SIMVASTATIN S ORAL  
CHLORPHENIRAMINE S ORAL  
FEXOFENADINE S ORAL  
ESTROGEN S ORAL  
BUTALBITAL, ACETAMINOPHEN
AND CAFFEINE

S ORAL  
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Detailed Report
6524695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524695 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080102083

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide CYCLOBENZAPRINE

HYDROCHLORIDE
S ORAL  

Overdose DILTIAZEM HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
HYDROXYZINE S ORAL  

6524857FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524857 EXPEDITED (15-DAY) Y HO CH-
ASTRAZENECA-2008PK
00026

35 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation SEROQUEL S ORAL 4 DAY ZENECA
Drug interaction SEROQUEL S ORAL 1 DAY ZENECA

SEROQUEL S ORAL 3 DAY ZENECA
SEROQUEL S ORAL 4 DAY ZENECA
SEROQUEL S ORAL  ZENECA
VALIUM S ORAL  
FLUOXETINE S ORAL  
FLUOXETINE S ORAL 3 DAY
FLUOXETINE S ORAL 4 DAY
EFFEXOR S ORAL 7 DAY
EFFEXOR S ORAL 12 DAY
EFFEXOR S ORAL  
HALDOL S ORAL 2 DAY
HALDOL S ORAL 4 DAY
HALDOL S ORAL  
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6524876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524876 EXPEDITED (15-DAY) Y DE US-
ASTRAZENECA-2008AC
00108

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LISINOPRIL S ORAL  ZENECA
Cardio-respiratory arrest LISINOPRIL AND

HYDROCHLOROTHIAZIDE
S ORAL  ZENECA

GABAPENTIN S ORAL  
LAMOTRIGINE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
TRAZODONE HYDROCHLORIDE S ORAL  
SILDENAFIL CITRATE S ORAL  
HYDROXYZINE S ORAL  
FUROSEMIDE S ORAL  

6524885FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524885 EXPEDITED (15-DAY) Y HO IL-WYE-H01918208 Unknown ISR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL dose and frequency

unspecified
 WYETH

Hypoglycaemia neonatal  
6524886FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6524886 EXPEDITED (15-DAY) Y HO US-WYE-H01535507 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deafness EFFEXOR XR S ORAL 37.5 mg every 1 Tot 1 DAY WYETH
Dizziness NEXIUM C unknown  ASTRAZENECA
Vision blurred SYNTHROID C unknown  
Vestibular neuronitis COUMADIN C unknown  
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6534390FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jan-2008 6534390 DIRECT Y LT 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue AMBIEN S ORAL 10 MG BEDTIME ORAL  
Dyspnoea exertional EFFEXOR S ORAL 450 MG DAILY ORAL  
Abnormal behaviour  
Amnesia  
Loss of employment  
Road traffic accident  
Somnolence  

6565843FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2008 6565843 EXPEDITED (15-DAY) Y DE 2008-00969 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death FIORINAL S  WATSON

FIORINAL S  WATSON
VENLAFAXINE HYDROCHLORIDE S  
PHENOBARBITAL S  

6526135FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 6526135 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080101867

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide OXYCODONE HYDROCHLORIDE

AND ACETAMINOPHEN
S ORAL  

Toxicity to various agents HYDROCODONE/
ACETAMINOPHEN

S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6526347FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 6526347 EXPEDITED (15-DAY) Y DE US-
ASTRAZENECA-2008AC
00065

41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide QUETIAPINE S ORAL  ZENECA
Convulsion VENLAFAXINE S ORAL  
Mental status changes ALCOHOL S ORAL  
Cerebral haemorrhage  
Head injury  
Lethargy  
Skull fracture  
6526353FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 6526353 EXPEDITED (15-DAY) Y OT AT-
ASTRAZENECA-2008AC
00058

Male AUT

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling jittery QUETIAPINE S TRANSPLACENTAL MOTHER RECEIVED

300MG/DAY DURING
PREGNANCY

 ZENECA

VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL MOTHER RECEIVED
75 MG/DAY DURING
PREGNANCY

 

TRAZODONE HYDROCHLORIDE S TRANSPLACENTAL MOTHER RECEIVED
150 MG/DAY DURING
PREGNANCY
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Detailed Report
6526388FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 6526388 EXPEDITED (15-DAY) Y DE US-
ASTRAZENECA-2008AC
00155

64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death QUETIAPINE S ORAL  ZENECA

VENLAFAXINE HYDROCHLORIDE S ORAL  
DIPHENHYDRAMINE S ORAL  
FAMOTIDINE S ORAL  

6526418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 6526418 EXPEDITED (15-DAY) Y DE US-
ASTRAZENECA-2008AC
00146

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ATENOLOL S ORAL  ZENECA
Cardio-respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL  

VALPROIC ACID S ORAL  
METFORMIN HYDROCHLORIDE S ORAL  
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Freedom of Information Act (FOIA) 

Detailed Report
6526422FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 6526422 EXPEDITED (15-DAY) Y DE US-
ASTRAZENECA-2008AC
00156

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LISINOPRIL S ORAL  ZENECA

ASPIRIN S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
GABAPENTIN S ORAL  
AMLODIPINE S ORAL  
DIAZEPAM S ORAL  
IMIPRAMINE S ORAL  
BETA BLOCKER S ORAL  
HYDROCHLOROTHIAZIDE S ORAL  

6526447FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 6526447 EXPEDITED (15-DAY) Y OT GB-
RANBAXY-2008RR-1248
1

Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ataxia SERTRALINE HYDROCHLORIDE S ORAL 150 mg, UNK  
Cognitive disorder VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg, UNK 9 DAY
Coordination abnormal DIAZEPAM C ORAL 15 mg, UNK 22 DAY
Gait disturbance LORAZEPAM C ORAL 4.5 mg, UNK 5 DAY
Tremor NITRAZEPAM C ORAL 5 mg, UNK 12 DAY

ZOPICLONE C ORAL 15 mg, UNK 5 DAY
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Detailed Report
6532987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 6532987 EXPEDITED (15-DAY) Y DE 2008000885 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DIPHENHYDRAMINE

HYDROCHLORIDE
S ORAL ORAL  

FAMOTIDINE (FAMOTIDINE) S ORAL ORAL  
QUETIAPINE FUMARATE S ORAL ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  

7607473FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2008 7607473 EXPEDITED (15-DAY) Y OT GB-WYE-H01923808 23 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S unknown  WYETH
Fall ACETAMINOPHEN AND CODEINE

PHOSPHATE
S unknown  UNKNOWN

CETIRIZINE HYDROCHLORIDE S unknown  UNKNOWN
NEFOPAM HYDROCHLORIDE S unknown  UNKNOWN

6526803FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2008 6526803 EXPEDITED (15-DAY) Y OT GB-WYE-G00869708 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ataxia VENLAFAXINE HYDROCHLORIDE S ORAL 75mg, frequency

unknown
9 DAY WYETH

Cognitive disorder SERTRALINE S ORAL 150mg, frequency
unknown

 UNKNOWN

Coordination abnormal ZOPICLONE C ORAL 15mg, frequency
unknown

5 DAY UNKNOWN

Gait disturbance LORAZEPAM C ORAL 4.5mg, frequency
unknown

5 DAY UNKNOWN

Tremor NITRAZEPAM C ORAL 5mg, frequency
unknown

12 DAY UNKNOWN

DIAZEPAM C ORAL 15mg, frequency
unknown

22 DAY UNKNOWN
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Detailed Report
6527133FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2008 6527133 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080101497

26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN S  
Toxicity to various agents ACETAMINOPHEN S  

ACETAMINOPHEN
\DIPHENHYDRAMINE

S ORAL  

LAMOTRIGINE S  
ZYPREXA S  
VENLAFAXINE HYDROCHLORIDE S  

6527189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2008 6527189 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080102130

74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents ACETAMINOPHEN S ORAL  

ACETAMINOPHEN S ORAL  
PERPHENAZINE AND
AMITRIPTYLINE
HYDROCHLORIDE

S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
PROPOXYPHENE
HYDROCHLORIDE

S ORAL  

CLONAZEPAM S ORAL  
LEVODOPA S ORAL  
MORPHINE S ORAL  
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Detailed Report
6527252FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jan-2008 6527252 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080101981

42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents DIPHENHYDRAMINE

HYDROCHLORIDE
S ORAL  

VALPROIC ACID S ORAL  
PHENERGAN S ORAL  
GUANFACINE HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
LAMOTRIGINE S ORAL  

6528233FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2008 6528233 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080102228

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents PSEUDOEPHEDRINE

HYDROCHLORIDE
S ORAL  

Completed suicide PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL  

UNSPECIFIED INGREDIENT S ORAL  
BUPROPION S ORAL  
ALCOHOL S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
CLOMIPHENE CITRATE S ORAL  
NAPROXEN S ORAL  
DICLOFENAC S ORAL  
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Detailed Report
6528380FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2008 6528380 EXPEDITED (15-DAY) Y OT FR-BRISTOL-MYERS
SQUIBB
COMPANY-14036081

42 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia REYATAZ S ORAL  BRISTOL MYERS SQUIBB
Irritability TRUVADA S ORAL  
Depression NORVIR S ORAL  ABBOTT
Anxiety CITALOPRAM HYDROBROMIDE S  

EFFEXOR S In morning  
STILNOX S 1Dosage form = 1 Tablet

in the evening
 

FUZEON S SUBCUTANEOUS 1 DOsage Form = 90mg/
ml

 

PROZAC C  
VILOXAZINE HYDROCHLORIDE C  
BENZODIAZEPINE C  
ATARAX C In the evening  
ZOPICLONE C 1 Dosage form = 1

Tablet in the evening
 

XANAX C Dosage form=0.25 and
0.50 mg

 

ACEPROMETAZINE
\CLORAZEPATE DIPOTASSIUM

C 1 Dosage Form =
1Tablet in the evening

 

THERALENE C in the evening  
BACTRIM C 1 Dosage Form =

1Tablet in the morning
 

VALSARTAN C In the morning  
GEMFIBROZIL C In the evening  
ZELITREX C  
DEXERYL C Ointment  
DIPROSONE C Ointment  
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Detailed Report
6528729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2008 6528729 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2008002770

62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental exposure to product ALPRAZOLAM S ORAL  

CETIRIZINE HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
BUPROPION S ORAL  

6528745FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2008 6528745 EXPEDITED (15-DAY) DE US-PFIZER
INC-2008003370

42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VERAPAMIL HYDROCHLORIDE S ORAL  

VENLAFAXINE HYDROCHLORIDE S  
UNSPECIFIED INGREDIENT S  

6535722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2008 6535722 DIRECT Y HO Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia EFFEXOR S  
Pyrexia  
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Detailed Report
6529526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2008 6529526 EXPEDITED (15-DAY) Y OT GB-TEVA-166280ISR 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bedridden PROPRANOLOL S ORAL  TEVA
Burning sensation BUSPIRONE HYDROCHLORIDE S ORAL  
Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL  
Headache  
Hypotension  
Lethargy  
Mydriasis  
Nausea  
Vision blurred  
6529795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2008 6529795 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2008003219

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROXYZINE

HYDROCHLORIDE
S  

DILTIAZEM HYDROCHLORIDE S  
VENLAFAXINE HYDROCHLORIDE S  
CYCLOBENZAPRINE
HYDROCHLORIDE

S  

6529825FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2008 6529825 EXPEDITED (15-DAY) DE US-PFIZER
INC-2008003222

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide NIFEDIPINE S  

ACCUPRIL S  
VENLAFAXINE HYDROCHLORIDE S  

Page: 2,789 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6536450FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jan-2008 6536450 EXPEDITED (15-DAY) Y DE 2008S1000092 23 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion CETIRIZINE HYDROCHLORIDE S  
Fall CO-COMADOL (PANADEINE CO) S  
Overdose NEFOPAM HYDROCHLORIDE S  

VENLAFAXINE S  

6529920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6529920 EXPEDITED (15-DAY) Y DE US-WYE-H02050908 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH

DIPHENHYDRAMINE S ORAL overdose amount
unknown

 UNKNOWN

FAMOTIDINE S ORAL overdose amount
unknown

 UNKNOWN

QUETIAPINE S ORAL overdose amount
unknown

 UNKNOWN

6530199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6530199 EXPEDITED (15-DAY) Y OT D0055811A 33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LAMICTAL S ORAL 200MG See dosage text 1 DAY GLAXOSMITHKLINE
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 75MG See dosage text 1 DAY
Depressed level of consciousness  
Gastrointestinal sounds abnormal  
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Detailed Report
6530580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6530580 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2008002816

67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ALPRAZOLAM S ORAL  

ATORVASTATIN S ORAL  
DILTIAZEM HYDROCHLORIDE S ORAL  
UNSPECIFIED INGREDIENT S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
BUSPIRONE S ORAL  
TRAMADOL HYDROCHLORIDE S ORAL  

6530881FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6530881 EXPEDITED (15-DAY) DE US-PFIZER
INC-2008003085

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ALPRAZOLAM S  
Cardiac arrest QUETIAPINE S  
Respiratory arrest METOPROLOL TARTRATE S  

METAXALONE S  
VENLAFAXINE HYDROCHLORIDE S  
EZETIMIBE/SIMVASTATIN S  
CHLORPHENIRAMINE C  
FEXOFENADINE C  
ESTROGENS C  
BUTALBITAL ACETAMINOPHEN
AND CAFFEINE

C  
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Detailed Report
6530883FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6530883 EXPEDITED (15-DAY) DE US-PFIZER
INC-2008003058

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ATORVASTATIN S  

VENLAFAXINE HYDROCHLORIDE S  
ZOLPIDEM S  
UNSPECIFIED INGREDIENT S  
UNSPECIFIED INGREDIENT S  

6535642FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6535642 EXPEDITED (15-DAY) Y DE DSA_31269_2008 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest DICLOFENAC S ORAL DF, ORAL  
Cardiac arrest BUPROPION S ORAL DF, ORAL  
Completed suicide ALCOHOL S ORAL DF, ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL DF, ORAL  
CLOMIPHENE CITRATE S ORAL DF, ORAL  
NAPROXEN S ORAL DF, ORAL  
UNSPECIFIED INGREDIENT S ORAL DF, ORAL  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL DF, ORAL  

6536054FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6536054 EXPEDITED (15-DAY) Y DE DSA_31266_2008 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide NIFEDIPINE S ORAL (DF ORAL)  
Poisoning VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

QUINAPRIL S ORAL (DF ORAL)  
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Detailed Report
6536778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6536778 EXPEDITED (15-DAY) Y DE 2008001100 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents PSEUDOEPHEDRINE

HYDROCHLORIDE
S ORAL ORAL  

DICLOFENAC S ORAL ORAL  
UNSPECIFIED INGREDIENT S ORAL ORAL  
BUPROPION HYDROCHLORIDE S ORAL ORAL  
ALCOHOL S ORAL ORAL  
VENLAFAXINE S ORAL ORAL  
CLOMIPHENE S ORAL ORAL  
NAPROXEN (NAPROXEN) S ORAL ORAL  
PSEUDOEPHEDRINE
HYDROCHLORIDE

C  

DICLOFENAC (DICLOFENAC) C  
UNSPECIFIED INGREDIENT C  
BUPROPION HYDROCHLORIDE C  
ALCOHOL C  
VENLAFAXINE C  
CLOMIPHENE (CLOMIFENE) C  
NAPROXEN (NAPROXEN) C  

6536874FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6536874 EXPEDITED (15-DAY) Y DE 2008001034 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents DIPHENHYDRAMINE

HYDROCHLORIDE
S ORAL ORAL  

Completed suicide VALPROIC ACID S ORAL ORAL  
PHENERGAN S ORAL ORAL  
GUANFACINE HYDROCHLORIDE S ORAL ORAL  
VENLAFAXINE S ORAL ORAL  
LAMOTRIGINE (LAMOTRIGINE) S ORAL ORAL  
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Detailed Report
6537011FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6537011 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Job dissatisfaction EFFEXOR S ORAL 75MG QD ORAL  WYETH
Abdominal distension  
Abdominal pain upper  
Abnormal behaviour  
Anger  
Delusion  
Depressed mood  
Depression  
Economic problem  
Feeling abnormal  
Grandiosity  
Hostility  
Job change  
Judgement impaired  
Loss of employment  
Malaise  
Mental disorder  
Mood swings  
Nervousness  
Panic attack  
Paraesthesia  
Product quality issue  
Road traffic accident  
Thinking abnormal  
Urticaria  
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Detailed Report
6537933FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6537933 EXPEDITED (15-DAY) Y OT GXKR2008GB00668 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coordination abnormal SERTRALINE S ORAL 150 MG, ORAL  
Cognitive disorder VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG, ORAL  
Gait disturbance DIAZEPAM (DIAZEPAM) C  
Tremor LORAZEPAM C  

NITRAZEPAM C  
ZOPICLONE (ZOPICLONE) C  

6538086FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2008 6538086 EXPEDITED (15-DAY) Y DE 2008000907 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETYLSALICYLIC ACID

(ACETYLSALICYLIC ACID)
S ORAL ORAL  

Toxicity to various agents DIPHENHYDRAMINE
HYDROCHLORIDE

S ORAL ORAL  

VENLAFAXINE S ORAL ORAL  

6437496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2008 6437496 EXPEDITED (15-DAY) Y HO,OT CH-WYE-G00418607 29 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Constipation EFFEXOR S ORAL 4 DAY WYETH
C-reactive protein increased ABILIFY S ORAL 15 mg per day  BRISTOL MYERS SQUIBB

REMERON S ORAL 45 mg per day  
ANAFRANIL S ORAL 150 mg per day  NOVARTIS
LAMICTAL C ORAL 200 mg per day  
STILNOX C ORAL 12.5 mg per day  
LITHIUM C ORAL 1320 mg per day  VIFOR
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Detailed Report
6462282FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2008 6462282 EXPEDITED (15-DAY) N LT US-WYE-H00965607 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Suicidal ideation EFFEXOR XR S dose and frequency

unspecified
 WYETH

Depression  
Migraine  
Suicide attempt  
6526066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2008 6526066 EXPEDITED (15-DAY) Y OT BE-WYE-G00861008 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis C EFFEXOR S ORAL  WYETH
6531209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2008 6531209 EXPEDITED (15-DAY) Y DE US-TEVA-166484USA Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose NIFEDIPINE S  TEVA

VENLAFAXINE HYDROCHLORIDE S  
QUINAPRIL S  
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Detailed Report
6531210FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2008 6531210 EXPEDITED (15-DAY) Y DE US-WYE-H02040508 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose PSEUDOEPHEDRINE

HYDROCHLORIDE
S ORAL unknown  WYETH

ALCOHOL S ORAL unknown  UNKNOWN
VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
NAPROXEN S ORAL unknown  UNKNOWN
DICLOFENAC S ORAL unknown  UNKNOWN
AMFEBUTAMONE S ORAL unknown  UNKNOWN
CLOMIPHENE S ORAL unknown  UNKNOWN
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Detailed Report
6531211FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Jan-2008 6531211 EXPEDITED (15-DAY) Y DE,HO,OT US-WYE-H02050608 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount

unknown
1 DAY WYETH

Mental status changes ALCOHOL S ORAL overdose amount
unnown

1 DAY UNKNOWN

Lethargy QUETIAPINE S ORAL overdose amount
unknown

1 DAY UNKNOWN

Blood potassium decreased  
Brain contusion  
Cardiac arrest  
Cerebral haemorrhage  
Completed suicide  
Convulsion  
Depressed level of consciousness  
Electrocardiogram QT prolonged  
Fall  
Head injury  
Heart rate increased  
Intentional overdose  
Pulseless electrical activity  
Respiratory rate increased  
Skull fracture  
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Detailed Report
6531588FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6531588 EXPEDITED (15-DAY) Y HO SE-WYE-G00880008 79 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR S unknown  WYETH
Hyponatraemia AMILORIDE HYDROCHLORIDE

\HYDROCHLOROTHIAZIDE
S unknown  

Headache IBUPROFEN S unknown  
Dysstasia  
6531627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6531627 EXPEDITED (15-DAY) Y HO DE-WYE-G00897608 33 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 10 tablets (overdose

amount 750mg)
1 DAY WYETH

Depressed level of consciousness LAMICTAL S ORAL 10 tablets (overdose
amount 2000mg)

1 DAY

Gastrointestinal sounds abnormal  
6532617FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6532617 EXPEDITED (15-DAY) Y OT GB-PFIZER
INC-2008003974

44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ataxia SERTRALINE S ORAL  
Cognitive disorder VENLAFAXINE HYDROCHLORIDE S ORAL  
Coordination abnormal DIAZEPAM C ORAL  
Gait disturbance LORAZEPAM C ORAL  
Tremor NITRAZEPAM C ORAL  

ZOPICLONE C ORAL  
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Detailed Report
6538171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6538171 DIRECT N LT 61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Insomnia EFFEXOR XR S ORAL 225 MG DAILY PO 9 YR
Crying CYMBALTA C  
Disturbance in attention  
Mental disorder  
Restlessness  
Suicidal ideation  
Thinking abnormal  
6538291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6538291 EXPEDITED (15-DAY) Y DE DEP_00113_2008 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest METFORMIN HYDROCHLORIDE S ORAL DF ORAL  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S ORAL DF ORAL  
Completed suicide VALPROIC ACID S ORAL DF ORAL  
Poisoning ATENOLOL S ORAL DF ORAL  
6538439FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6538439 DIRECT N OT 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cataract EFFEXOR XR S 1 TABLET PER DAY  1

TABLET PER DAY
 

6538525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6538525 EXPEDITED (15-DAY) Y DE PAR_01883_2008 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide QUINAPRIL S ORAL (DF ORAL)  
Poisoning NIFEDIPINE S ORAL (DF ORAL)  

VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
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Detailed Report
6539238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6539238 EXPEDITED (15-DAY) Y DE DSA_31258_2008 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning DILTIAZEM HYDROCHLORIDE S ORAL (DF ORAL)  
Completed suicide NITROGLYCERIN S ORAL (DF ORAL)  

VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
BUSPIRONE S ORAL (DF ORAL)  
ALPRAZOLAM S ORAL (DF ORAL)  
TRAMADOL HYDROCHLORIDE S ORAL (DF ORAL)  
ATORVASTATIN S ORAL (DF ORAL)  

6539259FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6539259 EXPEDITED (15-DAY) Y DE DSA_31256_2008 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning DILTIAZEM HYDROCHLORIDE S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

CYCLOBENZAPRINE
HYDROCHLORIDE

S ORAL (DF ORAL)  

HYDROXYZINE S ORAL (DF ORAL)  
6539338FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6539338 EXPEDITED (15-DAY) Y DE PAR_01995_2008 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning CLOMIPHENE CITRATE S ORAL DF ORAL  
Respiratory arrest BUPROPION S ORAL DF ORAL  
Cardiac arrest ALCOHOL S ORAL DF ORAL  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL DF ORAL  

NAPROXEN S ORAL DF ORAL  
DICLOFENAC S ORAL DF ORAL  
UNSPECIFIED INGREDIENT S ORAL DF ORAL  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL DF ORAL  
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Detailed Report
6539583FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6539583 EXPEDITED (15-DAY) Y HO,LT,OT DSA_31227_2008 46 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL (6 DF 1X ORAL), (UP

TO 3 TIMES A DAY
ORAL)

 

Intentional overdose DIPHENHYDRAMINE S ORAL (6 DF 1X ORAL), (1 DF
QD ORAL)

 

Hypotension EFFEXOR S ORAL (37.5 MG QD ORAL),
(37.5 MG QD ORAL)

 

Vertigo ZYPREXA S ORAL (5 MG BID ORAL)  
Nausea SEROQUEL S ORAL (25 MG QD ORAL)  
Daydreaming ATARAX S ORAL (25 MG QD ORAL)  
Drug effect decreased  
Hallucination, visual  
Movement disorder  
Speech disorder  
6539594FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6539594 EXPEDITED (15-DAY) Y OT GXKR2008GB00761 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vision blurred PROPRANOLOL S ORAL ORAL  
Mydriasis BUSPAR S ORAL 5 MG,TID, ORAL  
Burning sensation EFFEXOR S ORAL 75 MG, QD, ORAL  
Bedridden  
Dizziness postural  
Headache  
Hypotension  
Lethargy  
Nausea  
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Detailed Report
6881444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Jan-2008 6881444 EXPEDITED (15-DAY) Y DE DEP_00112_2008 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning METFORMIN HYDROCHLORIDE S ORAL DF ORAL  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL DF ORAL  

ACETAMINOPHEN W/
HYDROCODONE

S ORAL DF ORAL  

DIAZEPAM S ORAL DF ORAL  
GLIPIZIDE S ORAL DF ORAL  
GABAPENTIN S ORAL DF ORAL  
RAMIPRIL S ORAL DF ORAL  
DRISTAN COLD MULTISYMPTOM S ORAL DF ORAL  

6532821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6532821 EXPEDITED (15-DAY) Y OT GB-WYE-H02149808 42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bedridden PROPRANOLOL

HYDROCHLORIDE
S ORAL dose unspecified  WYETH

Headache EFFEXOR XR S ORAL  WYETH
Burning sensation BUSPAR S ORAL  ASTRAZENECA
Dizziness  
Hypotension  
Lethargy  
Mydriasis  
Nausea  
Vision blurred  
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Detailed Report
6532978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6532978 EXPEDITED (15-DAY) Y DE US-
BAYER-200811162GPV

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents ASPIRIN S ORAL  BAYER

ACETAMINOPHEN S ORAL  
BELLADONNA ALKALOIDS S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
PHENOBARBITAL S  

6539707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6539707 DIRECT N 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pruritus EFFEXOR XR S ORAL 37.5 MG 1 PER

EVENING PO 75 MG 1
PER EVENING PO

3 WEEK WYETH

Rash maculo-papular  
6541023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6541023 EXPEDITED (15-DAY) Y DE B0503078A 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUPROPION HYDROCHLORIDE S ORAL ORAL  
Cardio-respiratory arrest UNSPECIFIED INGREDIENT S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
CLOMIPHENE CITRATE S ORAL ORAL  
NAPROXEN S ORAL ORAL  
DICLOFENAC SODIUM S ORAL ORAL  
UNSPECIFIED INGREDIENT S ORAL ORAL  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL ORAL  
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Detailed Report
6541056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6541056 DIRECT N OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL 150MG  ONCE A DAY

PO
 WYETH

Activities of daily living impaired  
Alcoholism  
Crying  
Dizziness  
Paraesthesia  
6541393FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6541393 EXPEDITED (15-DAY) Y DE B0503095A 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death BUPROPION HYDROCHLORIDE S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
ALPRAZOLAM S ORAL ORAL  
CETIRIZINE HYDROCHLORIDE S ORAL ORAL  

6541394FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6541394 EXPEDITED (15-DAY) Y DE B0503094A 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BUPROPION HYDROCHLORIDE S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
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Detailed Report
6542273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6542273 EXPEDITED (15-DAY) Y DE CAR_00134_2008 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning DICLOFENAC S ORAL (DF ORAL)  
Respiratory arrest BUPROPION S ORAL (DF ORAL)  
Cardiac arrest ALCOHOL S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

CLOMIPHENE CITRATE S ORAL (DF ORAL)  
NAPROXEN S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL (DF ORAL)  

6542278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6542278 EXPEDITED (15-DAY) Y DE CAR_00170_2008 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning FAMOTIDINE S ORAL (DF ORAL)  
Adverse drug reaction QUETIAPINE S ORAL (DF ORAL)  

VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
DIPHENHYDRAMINE S ORAL (DF ORAL)  

6543042FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543042 EXPEDITED (15-DAY) Y DE ACO_00425_2008 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning TIZANIDINE HYDROCHLORIDE S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

TRAMADOL HYDROCHLORIDE S ORAL (DF ORAL)  
PREGABALIN S ORAL (DF ORAL)  
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Detailed Report
6543046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543046 EXPEDITED (15-DAY) Y DE DSA_61892_2008 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning DIAZEPAM S ORAL (DF ORAL)  
Cardiac arrest PROPOXYPHENE NAPSYLATE

AND ACETAMINOPHEN
S ORAL (DF ORAL)  

Respiratory arrest ZYPREXA S ORAL (DF ORAL)  
Drug abuse VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

MIRTAZAPINE S ORAL (DF ORAL)  
CODEINE S ORAL (DF ORAL)  
GABAPENTIN S ORAL (DF ORAL)  
METOPROLOL TARTRATE S ORAL (DF ORAL)  

6543131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543131 EXPEDITED (15-DAY) Y DE DSA_65070_2008 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning NAPROXEN S ORAL (DF ORAL)  
Respiratory arrest BUPROPION S ORAL (DF ORAL)  
Cardiac arrest ALCOHOL S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

CLOMIPHENE CITRATE S ORAL (DF ORAL)  
DICLOFENAC S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL (DF ORAL)  

6543144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543144 DIRECT N OT 36 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome EFFEXOR XR S ORAL 75MG 1 DAILY PO  
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Detailed Report
6543227FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543227 EXPEDITED (15-DAY) Y DE DSA_61894_2008 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning DIAZEPAM S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

ACETAMINOPHEN
\HYDROCODONE

S ORAL (DF ORAL)  

METFORMIN HYDROCHLORIDE S ORAL (DF ORAL)  
GLIPIZIDE S ORAL (DF ORAL)  
GABAPENTIN S ORAL (DF ORAL)  
RAMIPRIL S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  

6543328FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543328 EXPEDITED (15-DAY) Y DE DSA_61896_2008 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning DIAZEPAM S ORAL (DF ORAL)  
Completed suicide ASPIRIN S ORAL (DF ORAL)  

VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
GABAPENTIN S ORAL (DF ORAL)  
AMLODIPINE S ORAL (DF ORAL)  
IMIPRAMINE S ORAL (DF ORAL)  
BETA BLOCKER S ORAL (DF ORAL)  
LISINOPRIL S ORAL (DF ORAL)  
HYDROCHLOROTHIAZIDE S ORAL (DF ORAL)  
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Detailed Report
6543432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543432 EXPEDITED (15-DAY) Y DE DSA_61913_2008 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning DIAZEPAM S ORAL (DF ORAL)  
Respiratory arrest QUETIAPINE S ORAL (DF ORAL)  
Cardiac arrest ACETAMINOPHEN W/

OXYCODONE
S ORAL (DF ORAL)  

Toxicity to various agents VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
IBUPROFEN S ORAL (DF ORAL)  
HYDROCHLOROTHIAZIDE S ORAL (DF ORAL)  

6543462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543462 EXPEDITED (15-DAY) Y DE PAR_02036_2008 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning ZOLPIDEM S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

ATORVASTATIN S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  

6543492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543492 EXPEDITED (15-DAY) Y DE PAR_01868_2008 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning PROPOXYPHENE

HYDROCHLORIDE
S ORAL (DF ORAL)  

Respiratory arrest CLONAZEPAM S ORAL (DF ORAL)  
Cardiac arrest AMITRIPTYLINE\PERPHENAZINE S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

LEVODOPA S ORAL (DF ORAL)  
MORPHINE S ORAL (DF ORAL)  
ACETAMINOPHEN S ORAL (DF ORAL)  
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6543696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6543696 EXPEDITED (15-DAY) Y DE PAR_02007_2008 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning VERAPAMIL HYDROCHLORIDE S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
6544481FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6544481 EXPEDITED (15-DAY) Y DE IMP_03377_2008 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning ALPRAZOLAM S ORAL (DF ORAL)  
Completed suicide DILTIAZEM S ORAL (DF ORAL)  

UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
BUSPIRONE S ORAL (DF ORAL)  
TRAMADOL HYDROCHLORIDE S ORAL (DF ORAL)  
ATORVASTATIN S ORAL (DF ORAL)  
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6552895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6552895 EXPEDITED (15-DAY) Y DE IMP_03409_2008 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning ALPRAZOLAM S ORAL (DF ORAL)  
Respiratory arrest QUETIAPINE S ORAL (DF ORAL)  
Completed suicide METOPROLOL TARTRATE S ORAL (DF ORAL)  
Cardiac arrest METAXALONE S ORAL (DF ORAL)  

VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
VYTORIN S ORAL (DF ORAL)  
CHLORPHENIRAMINE S ORAL (DF ORAL)  
FEXOFENADINE S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
BUTALBITAL ACETAMINOPHEN
AND CAFFEINE

S ORAL (DF ORAL)  

6552921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6552921 EXPEDITED (15-DAY) Y DE B0502953A 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DIPHENHYDRAMINE

HYDROCHLORIDE
S ORAL ORAL  

VALPROIC ACID S ORAL ORAL  
PROMETHAZINE
HYDROCHLORIDE

S ORAL ORAL  

GUANFACINE HYDROCHLORIDE S ORAL ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
LAMICTAL S ORAL ORAL  
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6553111FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6553111 DIRECT N 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mood swings LEXAPRO S ORAL 20MG ONE A DAY PO 8 MTH
Suicidal ideation EFFEXOR S ORAL 75MG ONE A DAY PO 3 MTH
Abnormal behaviour  
Alcoholism  
Amnesia  
Drug effect decreased  
Muscle twitching  
6879556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 6879556 EXPEDITED (15-DAY) Y DE IMP_03400_2008 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning ALPRAZOLAM S ORAL DF ORAL  
Respiratory arrest PREGABALIN S ORAL DF ORAL  
Cardiac arrest ESZOPICLONE S ORAL DF ORAL  
Completed suicide RAMELTEON S ORAL DF ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL DF ORAL  
VALPROIC ACID S ORAL DF ORAL  
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7889634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 7889634 EXPEDITED (15-DAY) Y DE B0503143A 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide LAMOTRIGINE S ORAL ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
TRAZODONE HYDROCHLORIDE S ORAL ORAL  
LISINOPRIL AND
HYDROCHLOROTHIAZIDE

S ORAL ORAL  

LISINOPRIL S ORAL ORAL  
SILDENAFIL CITRATE S ORAL ORAL  
HYDROXYZINE S ORAL ORAL  
FRUSEMIDE S ORAL ORAL  
GABAPENTIN S ORAL ORAL  

8304512FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jan-2008 8304512 EXPEDITED (15-DAY) Y DE B0502872A 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN

\DIPHENHYDRAMINE
HYDROCHLORIDE

S ORAL ORAL  

Cardio-respiratory arrest LAMOTRIGINE S ORAL ORAL  
PARACETAMOL S ORAL ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL ORAL  
OLANZAPINE S ORAL ORAL  
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Detailed Report
6506894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2008 6506894 EXPEDITED (15-DAY) Y HO,OT DE-WYE-G00776807 20 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse VENLAFAXINE HYDROCHLORIDE S ORAL 1 capsule (amount 150

mg)
1 DAY WYETH

Chest pain CLOZAPINE S ORAL 1 tablet (amount 100
mg)

1 DAY UNKNOWN

Blood creatine phosphokinase increased MOCLOBEMIDE S ORAL 3 tablets (total amount
450 mg)

1 DAY ROCHE

6533788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2008 6533788 EXPEDITED (15-DAY) N OT NL-WYE-G00810407 35 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Depression EFFEXOR XR S ORAL  WYETH
Dizziness  
Nausea  
Restlessness  
Tremor  
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Detailed Report
6533872FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2008 6533872 EXPEDITED (15-DAY) Y OT GB-WYE-G00898908 18 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt VENLAFAXINE HYDROCHLORIDE S overdosed on four

tablets
1 DAY WYETH

Panic attack ZOPICLONE S as required  UNKNOWN
Depressed mood PAROXETINE HYDROCHLORIDE S 10mg gradually weaned

down to 2.5mg
43 DAY UNKNOWN

Social avoidant behaviour PAROXETINE HYDROCHLORIDE S unknown 11 DAY UNKNOWN
Aggression  
Anxiety  
Condition aggravated  
Intentional overdose  
Self-injurious ideation  
Suicidal ideation  
Tearfulness  
Terminal insomnia  

Page: 2,815 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6533959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2008 6533959 EXPEDITED (15-DAY) N HO,OT A0704973A Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed level of consciousness LAMICTAL S ORAL 100MGD per day 5 YR GLAXOSMITHKLINE
Back injury AMBIEN S  
Intervertebral disc protrusion EFFEXOR S  
Abasia  
Adverse event  
Drug interaction  
Dysuria  
Immobile  
Infrequent bowel movements  
Insomnia  
Nerve injury  
Pain  
Treatment noncompliance  
6534009FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2008 6534009 EXPEDITED (15-DAY) Y DE US-
BAYER-200811489GPV

73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents ASPIRIN S ORAL  BAYER

VENLAFAXINE HYDROCHLORIDE S ORAL  
DIPHENHYDRAMINE S  
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6540849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2008 6540849 DIRECT N HO,DS,OT 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR XR S BUCCAL 1 DAILY BUCCAL 1 WEEK WYETH
Nausea SEROQUEL S BUCCAL 2 DAILY BUCCAL  MTH ASTRAZENECA
Anxiety  
Depression  
Diarrhoea  
Dizziness  
Eye pruritus  
Fatigue  
Feeling cold  
Hypersomnia  
Hypophagia  
Pruritus  
Tongue disorder  
Visual acuity reduced  
Vomiting  
6545386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jan-2008 6545386 EXPEDITED (15-DAY) Y OT 2008S1000506 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ataxia SERTRALINE S ORAL 150 MG;ORAL  
Cognitive disorder VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG;ORAL  
Coordination abnormal DIAZEPAM C  
Tremor LORAZEPAM C  

NITRAZEPAM C  
ZOPICLONE         (ZOPICLONE) C  
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6535176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2008 6535176 EXPEDITED (15-DAY) Y HO,LT US-WYE-H02120308 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR XR S ORAL 1 DAY WYETH

ESOMEPRAZOLE C unknown  ASTRAZENECA
REQUIP C unknown  
LORTAB C unknown  
CLONOPIN C unknown  ROCHE

6544497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2008 6544497 DIRECT N HO,DS,LT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory disorder EFFEXOR S ORAL ORAL & INH  WYETH
Disability  
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6545296FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2008 6545296 EXPEDITED (15-DAY) Y HO,CA,OT DSA_31321_2008 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy LORAZEPAM S TRANSPLACENTAL (DF

TRANSPLACENTAL)
 

Hernia congenital EFFEXOR S TRANSPLACENTAL (37.5 MG TID
TRANSPLACENTAL)

 

Intestinal perforation DEXAMETHASONE S TRANSPLACENTAL (DF
TRANSPLACENTAL)

 

Neonatal disorder ERYTHROMYCIN S TRANSPLACENTAL (DF
TRANSPLACENTAL)

 

HYDROCODONE S TRANSPLACENTAL (DF
TRANSPLACENTAL)

 

IBUPROFEN S TRANSPLACENTAL (DF
TRANSPLACENTAL)

 

RETIN-A S TRANSPLACENTAL (DF
TRANSPLACENTAL)

 

ESTAZOLAM C  
AMITRIPTYLINE C  
SUMATRIPTAN C  
METHADONE HYDROCHLORIDE C  
CARISOPRODOL C  
HYOSCYAMINE C  
GAMMA GLOBULIN ANTI-RH C  
CEFADROXIL C  
AZITHROMYCIN C  
BECLOMETHASONE
DIPROPIONATE

C  

IPRATROPIUM C  
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6547991FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jan-2008 6547991 EXPEDITED (15-DAY) Y OT 2008AP000190 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ataxia SERTRALINE HYDROCHLORIDE S ORAL 150 MG; PO, 150 MG;

PO
 

Cognitive disorder VENLAFAXINE S ORAL 75 MG; PO, 75 MG; PO 9 DAY
Coordination abnormal DIAZEPAM (DIAZEPAM) C  
Gait disturbance LORAZEPAM C  
Tremor NITRAZEPAM C  

ZOPICLONE (ZOPICLONE) C  
FLUOXETINE HCL C  
MIRTAZAPINE (MIRTAZAPINE) C  

6535950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2008 6535950 EXPEDITED (15-DAY) Y DE US-
BAYER-200811378GPV

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents ASPIRIN S ORAL  BAYER

VENLAFAXINE HYDROCHLORIDE S ORAL  
GABAPENTIN S ORAL  
AMLODIPINE S ORAL  
DIAZEPAM S ORAL  
IMIPRAMINE S ORAL  
BETA BLOCKER S  
LISINOPRIL S ORAL  
HYDROCHLOROTHIAZIDE S ORAL  

6536052FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2008 6536052 EXPEDITED (15-DAY) N OT IE-WYE-G00937608 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicide VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
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6536444FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2008 6536444 EXPEDITED (15-DAY) Y DE CH-
ASTRAZENECA-2008PK
00183

72 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome SEROQUEL S ORAL 11 DAY ZENECA
Shock EFFEXOR S ORAL  
Hyperthermia LITHIUM CARBONATE S ORAL  
Myoclonus LEVOMEPROMAZINE S ORAL  

ZOLPIDEM C ORAL  
LORAZEPAM C ORAL  
TORAMID C ORAL  
PERINDOPRIL C ORAL  
FOLIC ACID C ORAL  
ACETYLCYSTEINE SODIUM C ORAL  

6549929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2008 6549929 EXPEDITED (15-DAY) Y DE 023076 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental exposure to product ALPRAZOLAM S ORAL ORAL  
Toxicity to various agents VENLAFAXINE S ORAL ORAL  

CETIRIZINE HYDROCHLORIDE S ORAL ORAL  
BUPROPION HYDROCHLORIDE S ORAL ORAL  

6549958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2008 6549958 EXPEDITED (15-DAY) Y DS NL01PV06.00033 31 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomania PAROXETINE S 20 MG, QD  
Potentiating drug interaction VENLAFAXINE S 75 MG, QD  
Idiosyncratic drug reaction  
Therapeutic response decreased  
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6537278FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2008 6537278 EXPEDITED (15-DAY) N OT NL-WYE-G00918508 24 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Visual acuity reduced EFFEXOR XR S ORAL  WYETH
Photopsia EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome  
Dysuria  
Insomnia  
Night sweats  
Paraesthesia  
Visual impairment  
6537727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2008 6537727 NON-EXPEDITED N A0693046A 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry mouth WELLBUTRIN S ORAL 75MG Per day  GLAXOSMITHKLINE
Dental caries ACTIQ S BUCCAL  

EFFEXOR XR S ORAL 300MG Per day  
PAXIL S ORAL 75MG Per day  GLAXOSMITHKLINE
DEPAKOTE ER C  
XANAX C  
AMBIEN C  
FLEXERIL C  
PROMETHAZINE C  
ADDERALL C  
DILAUDID C  
FENTANYL C  
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6548787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2008 6548787 DIRECT Y HO 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Perirectal abscess EFFEXOR XR S ORAL 75MG MG PO Q DAY  
Infection SOY PROTEIN S ORAL 1 PACKET PO Q DAY  
Pain ASA C  
Localised oedema LORTAB C  
Oedema genital ZOMETA C  
6549627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2008 6549627 EXPEDITED (15-DAY) Y DE 2008S1000032 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest MORPHINE S ORAL PO  
Respiratory arrest DARVON S ORAL PO  
Completed suicide ORAMORPH SR SUSTAINED

RELEASE
S ORAL PO  

AMITRIPTYLINE\PERPHENAZINE S ORAL PO  
VENLAFAXINE HYDROCHLORIDE S ORAL PO  
CLONAZEPAM S ORAL PO  
LEVODOPA S ORAL PO  
ACETAMINOPHEN S ORAL PO  
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6550659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2008 6550659 EXPEDITED (15-DAY) OT THQ2008A00269 70 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation LANSOPRAZOLE S ORAL PER ORAL  
Blood testosterone decreased VENLAFAXINE S ORAL 75 MG (75 MG, 1 IN 1

D) PER ORAL; 150 MG
(150 MG, 1 IN 1 D) PER
ORAL; PER ORAL

 

Somnolence PANADEINE FORTE (PANADEINE
CO)

C  

OXYCONTIN C  
LIPITOR C  

6550666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2008 6550666 EXPEDITED (15-DAY) Y OT 100#03#2008-00275 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance SERTRALINE S ORAL 150 MG ORAL  
Cognitive disorder VENLAFAXINE S ORAL 75 MG ORAL 8 DAY
Ataxia DIAZEPAM (DIAZEPAM) C  
Tremor LORAZEPAM C  
Coordination abnormal NITRAZEPAM C  

ZOPICLONE (ZOPICLONE) C  

Page: 2,824 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6556888FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2008 6556888 EXPEDITED (15-DAY) Y DE 68902 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death NAPROXEN S ORAL ORAL  

DICLOFENAC S ORAL ORAL  
IBUPROFEN S  
CLOMIPHENE CITRATE S  
VENLAFAXINE HYDROCHLORIDE S  
ALCOHOL S  
COUGH/COLD PREPARATIONS C  

6538566FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2008 6538566 EXPEDITED (15-DAY) Y DE US-
BAYER-200812024GPV

20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents NIFEDIPINE S ORAL  BAYER

VENLAFAXINE HYDROCHLORIDE S ORAL  
QUINAPRIL S ORAL  

6551302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2008 6551302 EXPEDITED (15-DAY) Y DE 2008S1000140 34 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death METHADONE HYDROCHLORIDE S ORAL PO  

VENLAFAXINE HYDROCHLORIDE S ORAL PO  
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6551984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jan-2008 6551984 EXPEDITED (15-DAY) Y DE PAR_01877_2008 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning BUSPIRONE S ORAL (DF ORAL)  
Completed suicide DILTIAZEM S ORAL (DF ORAL)  

UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
ALPRAZOLAM S ORAL (DF ORAL)  
TRAMADOL HYDROCHLORIDE S ORAL (DF ORAL)  
ATORVASTATIN S ORAL (DF ORAL)  

6539740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2008 6539740 EXPEDITED (15-DAY) N OT SE-WYE-G00966408 Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Peripheral embolism EFFEXOR S  WYETH
Limb discomfort  
6539742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2008 6539742 EXPEDITED (15-DAY) Y OT GB-WYE-G00946608 81 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disinhibition VENLAFAXINE HYDROCHLORIDE S ORAL 37.5mg, frequency

unknown
5 DAY WYETH

Abnormal behaviour VENLAFAXINE HYDROCHLORIDE S  WYETH
CO-CODAMOL C ORAL unknown  UNKNOWN
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6539907FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2008 6539907 EXPEDITED (15-DAY) Y OT US-WYE-H02282608 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S unknown  WYETH
Insomnia EFFEXOR XR S  WYETH
Disturbance in attention  
Violence-related symptom  
6540050FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Jan-2008 6540050 EXPEDITED (15-DAY) Y DE US-
KINGPHARMUSA00001-
K200800134

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide AVINZA S ORAL  KING
Cardio-respiratory arrest AMITRIPTYLINE

HYDROCHLORIDE
\PERPHENAZINE

S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
CLONAZEPAM S ORAL  
LEVODOPA S ORAL  
ACETAMINOPHEN S ORAL  
PROPOXYPHENE
HYDROCHLORIDE

S ORAL  

6531630FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2008 6531630 EXPEDITED (15-DAY) Y OT GB-WYE-G00884108 35 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intervertebral disc protrusion EFFEXOR XR S ORAL  WYETH
Sciatica DICLOFENAC C  UNKNOWN

TRAMADOL HYDROCHLORIDE C  UNKNOWN
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6541306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2008 6541306 EXPEDITED (15-DAY) Y OT US-WYE-H02248408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  WYETH
Suicide attempt EFFEXOR XR S  WYETH
6541459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Feb-2008 6541459 EXPEDITED (15-DAY) Y DE US-
KINGPHARMUSA00001-
K200800098

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ALTACE S ORAL  KING

VENLAFAXINE HYDROCHLORIDE S  
HYDROCODONE BITARTRATE &
ACETAMINOPHEN

S  

METFORMIN HYDROCHLORIDE S  
DIAZEPAM S  
GLIPIZIDE S  
GABAPENTIN S  
UNSPECIFIED INGREDIENT S  
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6531274FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2008 6531274 EXPEDITED (15-DAY) Y HO,OT DE-WYE-G00882608 38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse VENLAFAXINE HYDROCHLORIDE S ORAL 40 tablets (overdose

amount 6000mg)
1 DAY WYETH

Restlessness PROMETHAZINE S ORAL overdose amount
unknown

1 DAY BAYER

Somnolence OPIPRAMOL S ORAL overdose amount
unknown

1 DAY UNKNOWN

Breath odour ALCOHOL S ORAL a great amount of
alcohol (overdose
amount unknown)

1 DAY UNKNOWN

Intentional overdose  
6536032FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2008 6536032 EXPEDITED (15-DAY) Y HO CH-WYE-G00895808 24 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL  WYETH
Muscular weakness EFFEXOR S ORAL 4 DAY WYETH
Fumbling EFFEXOR S ORAL 2 DAY WYETH
Affect lability EFFEXOR S ORAL 1 DAY WYETH
Drug effect decreased EFFEXOR S ORAL 35 DAY WYETH

EFFEXOR S ORAL 10 DAY WYETH
EFFEXOR S ORAL  WYETH
EFFEXOR S unspecified  WYETH
CHLORAL HYDRATE C ORAL 119 DAY UNKNOWN
CHLORAL HYDRATE C ORAL 14 DAY UNKNOWN
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6542551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2008 6542551 EXPEDITED (15-DAY) Y HO CH-WYE-G00945508 24 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Priapism EFFEXOR S ORAL  WYETH
Drug effect decreased TRAZODONE HYDROCHLORIDE S ORAL  UNKNOWN

TRAZODONE HYDROCHLORIDE S ORAL 22 DAY UNKNOWN
VOLTAREN C irregularly as necessary

up to 50 mg
15 DAY NOVARTIS

6554936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2008 6554936 DIRECT Y HO 63 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucinations, mixed VENLAFAXINE HYDROCHLORIDE S ORAL 225MG EVERY DAY PO  
Serotonin syndrome DEXTROMETHORPHAN

\GUAIFENESIN
S ORAL 10MG PO  

Drug interaction  
Inappropriate antidiuretic hormone secretion  
6556164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2008 6556164 EXPEDITED (15-DAY) Y DE DSA_31297_2008 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning LORAZEPAM S ORAL DF ORAL  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S ORAL DF ORAL  
Respiratory arrest TRAMADOL HYDROCHLORIDE S ORAL DF ORAL  

HYDROCODONE S ORAL DF ORAL  
GABAPENTIN S ORAL DF ORAL  
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6556459FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2008 6556459 EXPEDITED (15-DAY) Y DE PAR_01937_2008 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning LISINOPRIL S ORAL (DF ORAL)  
Completed suicide HYDROXYZINE S ORAL (DF ORAL)  
Respiratory arrest LAMOTRIGINE S ORAL (DF ORAL)  
Cardiac arrest VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

TRAZODONE HYDROCHLORIDE S ORAL (DF ORAL)  
LISINOPRIL AND
HYDROCHLOROTHIAZIDE

S ORAL (DF ORAL)  

SILDENAFIL CITRATE S ORAL (DF ORAL)  
FUROSEMIDE S ORAL (DF ORAL)  
GABAPENTIN S ORAL (DF ORAL)  

6530953FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2008 6530953 EXPEDITED (15-DAY) Y US-PFIZER
INC-2008003602

20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event PREGABALIN S ORAL  
Completed suicide ALPRAZOLAM S ORAL  
Respiratory arrest ESZOPICLONE S  
Cardiac arrest RAMELTEON S ORAL  
Toxicity to various agents VENLAFAXINE HYDROCHLORIDE S ORAL  
Intentional product misuse VALPROIC ACID S ORAL  
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6543714FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2008 6543714 EXPEDITED (15-DAY) N OT GB-WYE-G00952108 30 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Tearfulness EFFEXOR XR S ORAL 1 DAY WYETH
Depressed mood EFFEXOR XR S ORAL 1 DAY WYETH
Anxiety EFFEXOR XR S ORAL  WYETH
Paranoia  
Self-injurious ideation  
6549371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2008 6549371 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150MG 1XDAY PO  WYETH
Agitation  
Dizziness  
Fatigue  
Gait disturbance  
Insomnia  
Irritability  
Nausea  
Paraesthesia  
Tinnitus  
Vertigo  
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Detailed Report
6553775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2008 6553775 DIRECT N OT 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 1TABLET FOR 1 YEAR

+ DAILY PO
 WYETH AYERST

Dizziness EFFEXOR XR S ORAL 1 TABLET FOR 10
DAYS DAILY PO

 WYETH AYERST

Abdominal discomfort  
Abnormal dreams  
Balance disorder  
Dysstasia  
Fatigue  
Feeling abnormal  
Feeling jittery  
Flatulence  
Headache  
Hypersomnia  
Influenza like illness  
Nausea  
Psychomotor hyperactivity  
Vision blurred  
6554865FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Feb-2008 6554865 DIRECT N Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nervous system disorder EFFEXOR XR S ORAL ONE CAPSULE DAILY

PO
1 YR

Dizziness  
Eye movement disorder  
Headache  
Paraesthesia  
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6458030FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6458030 EXPEDITED (15-DAY) Y OT US-
JNJFOC-20071007290

26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Platelet count decreased RISPERDAL CONSTA S INTRAMUSCULAR  

EFFEXOR XR S  
LISINOPRIL C  
DICLOXACILLIN SODIUM C  

6533194FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6533194 EXPEDITED (15-DAY) Y DE US-ROCHE-542438 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents NAPROXEN S ORAL  ROCHE
Completed suicide BUPROPION S ORAL  

ALCOHOL S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
CLOMIPHENE CITRATE S ORAL  
DICLOFENAC S UNKNOWN  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL  

UNSPECIFIED INGREDIENT S ORAL NAME REPORTED AS:
COUGH AND COLD
PREPARATIONS
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6543715FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6543715 EXPEDITED (15-DAY) Y OT NL-WYE-G00998708 54 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Vomiting EFFEXOR XR S ORAL  WYETH
Depression EFFEXOR XR S ORAL 1 MTH WYETH
Restlessness EFFEXOR XR S ORAL  WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL  WYETH
6544488FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6544488 EXPEDITED (15-DAY) DE GB-
AVENTIS-200811158GD
DC

33 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide GLYBURIDE S ORAL  AVENTIS

VENLAFAXINE HYDROCHLORIDE S ORAL  
MIRTAZAPINE S ORAL  

6544779FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6544779 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080200402

43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ACETAMINOPHEN S  
Toxicity to various agents ACETAMINOPHEN S  

HYDROCODONE S  
CODEINE S  
VENLAFAXINE HYDROCHLORIDE S  
DIAZEPAM S  
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6557563FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6557563 EXPEDITED (15-DAY) Y DE PAR_01957_2008 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest DIAZEPAM S ORAL (DF ORAL)  
Cardiac arrest METOPROLOL TARTRATE S ORAL (DF ORAL)  
Drug abuse PROPOXYPHENE

HYDROCHLORIDE AND
ACETAMINOPHEN

S ORAL (DF ORAL)  

ZYPREXA S ORAL (DF ORAL)  
VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
MIRTAZAPINE S ORAL (DF ORAL)  
CODEINE S ORAL (DF ORAL)  
GABAPENTIN S ORAL (DF ORAL)  

6557695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6557695 EXPEDITED (15-DAY) Y DE PAR_01974_2008 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest DIAZEPAM S (DF)  
Respiratory arrest IBUPROFEN S (DF)  

QUETIAPINE S (DF)  
OXYCODONE HYDROCHLORIDE
AND ACETAMINOPHEN

S (DF)  

VENLAFAXINE HYDROCHLORIDE S (DF)  
HYDROCHLOROTHIAZIDE S (DF)  
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6557728FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6557728 EXPEDITED (15-DAY) Y DE PAR_01961_2008 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DIAZEPAM S ORAL (DF ORAL)  

AMLODIPINE S ORAL (DF ORAL)  
IMIPRAMINE S ORAL (DF ORAL)  
LISINOPRIL S ORAL (DF ORAL)  
ACETYLSALICYLIC ACID S ORAL (DF ORAL)  
VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
GABAPENTIN S ORAL (DF ORAL)  
BETA BLOCKER S ORAL (DF ORAL)  
HYDROCHLOROTHIAZIDE S ORAL (DF ORAL)  

6557736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6557736 EXPEDITED (15-DAY) Y DE PAR_01960_2008 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DIAZEPAM S ORAL (DF ORAL)  

CETIRIZINE HYDROCHLORIDE S ORAL (DF ORAL)  
VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
BUPROPION S ORAL (DF ORAL)  
ALPRAZOLAM S ORAL (DF ORAL)  
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6557740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6557740 EXPEDITED (15-DAY) Y DE PAR_01959_2008 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DIAZEPAM S ORAL (DF ORAL)  

GLIPIZIDE S ORAL (DF ORAL)  
VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
HYDROCODONE/
ACETAMINOPHEN

S ORAL (DF ORAL)  

METFORMIN HYDROCHLORIDE S ORAL (DF ORAL)  
GABAPENTIN S ORAL (DF ORAL)  
RAMIPRIL S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  

6557778FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6557778 EXPEDITED (15-DAY) Y DE PAR_01976_2008 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide METOPROLOL TARTRATE S ORAL DF ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL DF ORAL  
PHENYTOIN S ORAL DF ORAL  
UNSPECIFIED INGREDIENT S ORAL DF ORAL  
TRAZODONE HYDROCHLORIDE S ORAL DF ORAL  
GABAPENTIN S ORAL DF ORAL  
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6557798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Feb-2008 6557798 EXPEDITED (15-DAY) Y DE PAR_01994_2008 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest METOPROLOL TARTRATE S ORAL DF ORAL  
Respiratory arrest QUETIAPINE S ORAL DF ORAL  
Completed suicide METAXALONE S ORAL DF ORAL  

ALPRAZOLAM S ORAL DF ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL DF ORAL  
EZETIMIBE/SIMVASTATIN S ORAL DF ORAL  
CHLORPHENIRAMINE MALEATE S ORAL DF ORAL  
FEXOFENADINE S ORAL DF ORAL  
ESTROGENS, CONJUGATED S ORAL DF ORAL  
BUTALBITAL ACETAMINOPHEN
AND CAFFEINE

S ORAL DF ORAL  

6456823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2008 6456823 EXPEDITED (15-DAY) HO 2007-165849-NL 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt MIRTAZAPINE S ORAL DF ORAL  
Abdominal pain LITHIUM S ORAL 24 G ONCE ORAL  
Vomiting TIANEPTINE S ORAL 12.5 MG ORAL  
Diarrhoea FLUOXETINE HYDROCHLORIDE S ORAL DF ORAL  
Sinus tachycardia VENLAFAXINE HYDROCHLORIDE S ORAL DF ORAL  
Incorrect dose administered  
Rash  
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Detailed Report
6547482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2008 6547482 EXPEDITED (15-DAY) Y OT GB-WYE-G01000408 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chest discomfort EFFEXOR XR S ORAL 150mg daily  WYETH
Dyspnoea PREGABALIN S 75mg daily  PFIZER
Cardiac flutter  
Heart rate irregular  
Hyperhidrosis  
6558549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2008 6558549 EXPEDITED (15-DAY) Y DE IMP_03323_2008 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning BUPROPION S ORAL (DF ORAL)  
Cardiac arrest ALCOHOL S ORAL (DF ORAL)  
Respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
Completed suicide CLOMIPHENE CITRATE S ORAL (DF ORAL)  

NAPROXEN S ORAL (DF ORAL)  
DICLOFENAC S ORAL (DF ORAL)  
UNSPECIFIED INGREDIENT S ORAL (DF ORAL)  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL (DF ORAL)  

6559377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2008 6559377 EXPEDITED (15-DAY) Y DE IMP_03340_2008 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning BUPROPION S ORAL (DF ORAL)  
Accidental exposure to product VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

ALPRAZOLAM S ORAL (DF ORAL)  
CETIRIZINE HYDROCHLORIDE S ORAL (DF ORAL)  
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6559404FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2008 6559404 EXPEDITED (15-DAY) Y DE IMP_03339_2008 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning BUPROPION S ORAL (DF ORAL)  
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
6559452FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2008 6559452 EXPEDITED (15-DAY) Y DE PAR_01905_2008 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning VALPROIC ACID S ORAL (DF ORAL)  
Cardiac arrest METFORMIN HYDROCHLORIDE S ORAL (DF ORAL)  
Respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
Completed suicide ATENOLOL S ORAL (DF ORAL)  
6559454FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2008 6559454 EXPEDITED (15-DAY) Y DE PAR_01901_2008 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning VALPROIC ACID S (DF ORAL)  
Completed suicide DIPHENHYDRAMINE S ORAL (DF ORAL)  

PHENERGAN S ORAL (DF ORAL)  
GUANFACINE HYDROCHLORIDE S ORAL (DF ORAL)  
VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
LAMOTRIGINE S ORAL (DF ORAL)  
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6559475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Feb-2008 6559475 EXPEDITED (15-DAY) Y DE PAR_01907_2008 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Poisoning VALPROIC ACID S ORAL (DF ORAL)  
Cardiac arrest ALPRAZOLAM S ORAL (DF ORAL)  
Respiratory arrest PREGABALIN S ORAL (DF ORAL)  

ESZOPICLONE S ORAL (DF ORAL)  
RAMELTEON S ORAL (DF ORAL)  
VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  

6508172FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6508172 EXPEDITED (15-DAY) Y OT GR-WYE-G00761907 75 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL 3 DAY WYETH
Feeling cold  
Headache  
Hypoaesthesia  
Muscle fatigue  
Nausea  
Paraesthesia  
6535300FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6535300 EXPEDITED (15-DAY) Y OT US-WYE-H02156708 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Self-injurious ideation EFFEXOR XR S ORAL 7 DAY WYETH
Aggression EFFEXOR XR S  WYETH
Anger PROPRANOLOL

HYDROCHLORIDE
C unknown  WYETH

Impatience  
Nausea  
Violence-related symptom  
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Detailed Report
6548299FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6548299 EXPEDITED (15-DAY) Y HO US-ROCHE-544242 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tachycardia VALIUM S UNKNOWN  ROCHE
Anxiety CHANTIX S ORAL  
Depression SUBOXONE S SUBLINGUAL  
Hallucination INDERAL S ORAL  
Hypotension EFFEXOR XR S ORAL  
Weight decreased RISPERDAL C ORAL  

SIMVASTATIN C ORAL  
6548456FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6548456 EXPEDITED (15-DAY) N HO,OT US-WYE-H02368508 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nerve injury EFFEXOR S unknown  WYETH
Drug interaction EFFEXOR S  WYETH
Back injury AMBIEN S unknown  
Intervertebral disc protrusion LAMICTAL S ORAL  
Bladder disorder LAMICTAL S ORAL  
Functional gastrointestinal disorder LAMICTAL S  
Insomnia  
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6548530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6548530 EXPEDITED (15-DAY) Y DE,HO CH-WYE-G00964108 72 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S ORAL  WYETH
Shock SEROQUEL S ORAL 25-100mg per day 11 DAY UNKNOWN
Renal failure chronic LEVOMEPROMAZINE S ORAL  
Condition aggravated LITHIUM CARBONATE S ORAL  
Lung infiltration ACETYLCYSTEINE SODIUM C ORAL  UNKNOWN
Atrial fibrillation LORAZEPAM C ORAL  UNKNOWN
Cardiogenic shock TORSEMIDE C ORAL  UNKNOWN

PERINDOPRIL C ORAL  
FOLIC ACID C ORAL  UNKNOWN
ZOLPIDEM C ORAL  UNKNOWN

6548918FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6548918 EXPEDITED (15-DAY) DE US-
ABBOTT-08P-163-04362
12-00

42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VALPROIC ACID S ORAL  

DIPHENHYDRAMINE S ORAL  
OXYCODONE HYDROCHLORIDE S ORAL  
GUANFACINE HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
LAMOTRIGINE S ORAL  
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6548943FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6548943 EXPEDITED (15-DAY) DE US-
ABBOTT-08P-163-04362
23-00

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VALPROIC ACID S ORAL  
Cardio-respiratory arrest VENLAFAXINE HYDROCHLORIDE S ORAL  

METFORMIN HYDROCHLORIDE S ORAL  
ATENOLOL S ORAL  

6548950FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6548950 EXPEDITED (15-DAY) DE,HO US-
ABBOTT-08P-163-04362
43-00

20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VALPROIC ACID S ORAL  
Cardio-respiratory arrest ALPRAZOLAM S ORAL  

PREGABALIN S ORAL  
ESZOPICLONE S ORAL  
RAMELTEON S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6548959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6548959 EXPEDITED (15-DAY) DE US-
ABBOTT-08P-163-04369
71-00

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROCODONE S ORAL  

HYDROCODONE S  
VENLAFAXINE HYDROCHLORIDE S ORAL  
GABAPENTIN S ORAL  
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6548985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6548985 EXPEDITED (15-DAY) Y DE US-
ABBOTT-08P-163-04366
25-00

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROCODONE/

ACETAMINOPHEN
S ORAL  

ACETAMINOPHEN S ORAL  
OXYCODONE HYDROCHLORIDE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6549031FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6549031 EXPEDITED (15-DAY) DE US-
ABBOTT-08P-163-04363
59-00

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROCHLOROTHIAZIDE S ORAL  

IMIPRAMINE S ORAL  
AMLODIPINE S ORAL  
ASPIRIN S ORAL  
BETA BLOCKER S ORAL  
DIAZEPAM S ORAL  
GABAPENTIN S ORAL  
LISINOPRIL S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
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6549037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 6549037 EXPEDITED (15-DAY) DE US-
ABBOTT-08P-163-04366
24-00

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest HYDROCHLOROTHIAZIDE S UNKNOWN  

ACETAMINOPHEN S UNKNOWN  
IBUPROFEN S UNKNOWN  
OXYCODONE HYDROCHLORIDE S UNKNOWN  
DIAZEPAM S UNKNOWN  
VENLAFAXINE HYDROCHLORIDE S UNKNOWN  
QUETIAPINE S UNKNOWN  

7007997FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Feb-2008 7007997 EXPEDITED (15-DAY) Y HO DSA_31145_2008 47 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL 2 MG QD ORAL  
Fatigue VENLAFAXINE HYDROCHLORIDE S ORAL 300 MG QD ORAL  
Poisoning VENLAFAXINE HYDROCHLORIDE S ORAL 1500 MG 1X ORAL  
Blood creatine phosphokinase increased LITHIUM CARBONATE S ORAL 900 MG QD ORAL  
Intentional overdose VENLAFAXINE HYDROCHLORIDE C  

LITHIUM CARBONATE C  

6549576FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2008 6549576 NON-EXPEDITED Y US-
BAYER-200810790NA

65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting CIPRO S ORAL Total daily dose: 1000

MG
 BAYER

Pain METRONIDAZOLE S ORAL Total daily dose: 1500
MG

 

EFFEXOR XR S  
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Detailed Report
6549977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2008 6549977 EXPEDITED (15-DAY) Y HO GB-WYE-G01010708 59 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ORAL  WYETH
Sleep disorder  
6550084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2008 6550084 EXPEDITED (15-DAY) Y DE,OT US-ROCHE-544951 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents DIAZEPAM S UNKNOWN  ROCHE
Overdose VENLAFAXINE HYDROCHLORIDE S UNKNOWN  

HYDROCODONE S UNKNOWN  
CODEINE S UNKNOWN  ROCHE

6558333FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2008 6558333 DIRECT N OT 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  
Abdominal distension  
Abnormal dreams  
Anger  
Anxiety  
Balance disorder  
Constipation  
Crying  
Diarrhoea  
Dizziness  
Economic problem  
Eye pain  
Flatulence  
Formication  
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6558333
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhoids  
Headache  
Hyperhidrosis  
Impaired driving ability  
Impaired work ability  
Influenza like illness  
Irritability  
Malaise  
Memory impairment  
Muscle twitching  
Musculoskeletal stiffness  
Nausea  
Nervousness  
Nervous system disorder  
Pain  
Palpitations  
Paranoia  
Retching  
Sluggishness  
Suicidal ideation  
Tinnitus  
Toxicity to various agents  
Vision blurred  
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6561076FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2008 6561076 EXPEDITED (15-DAY) Y DE 2008-00793 49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest PROPOXYPHENE

HYDROCHLORIDE AND
ACETAMINOPHEN

S  WATSON

DIAZEPAM S  WATSON
MIRTAZAPINE S  WATSON
FIORINAL WITH CODEINE S  WATSON
GABAPENTIN S  WATSON
METOPROLOL TARTRATE S  WATSON
ZYPREXA S  
VENLAFAXINE HYDROCHLORIDE S  

6561142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Feb-2008 6561142 EXPEDITED (15-DAY) Y DE 2008-00743 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest FIORICET S  WATSON

DIPHENHYDRAMINE
HYDROCHLORIDE

S  WATSON

LAMOTRIGINE S  
ZYPREXA S  
VENLAFAXINE HYDROCHLORIDE S  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6550525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6550525 EXPEDITED (15-DAY) Y OT AU-WYE-G00995308 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Drug effect decreased EFFEXOR XR S ORAL 1 WEEK WYETH
Suicidal ideation EFFEXOR XR S ORAL 1 WEEK WYETH
Dizziness EFFEXOR XR S ORAL 1 WEEK WYETH

EFFEXOR XR S ORAL 1 WEEK WYETH
EFFEXOR XR S ORAL  WYETH

6550526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6550526 EXPEDITED (15-DAY) Y HO AU-WYE-G00859108 69 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pancreatitis EFFEXOR XR S ORAL unknown  WYETH
Hypertriglyceridaemia EFFEXOR XR S ORAL 450 mg daily mane  WYETH
Blood cholesterol increased OLANZAPINE S ORAL 5 mg daily 12 YR

CARBAMAZEPINE C ORAL 400 mg daily  UNKNOWN
6550669FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6550669 EXPEDITED (15-DAY) N OT US-WYE-H02518208 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S UNKNOWN unknown  WYETH
Nonspecific reaction EFFEXOR XR S UNKNOWN "tapered his dose"  WYETH
Suicidal ideation EFFEXOR XR S UNKNOWN  WYETH
Suicide attempt EFFEXOR XR S UNKNOWN "opened capsules to

create lower dose by
spearating the
spheroids"

 WYETH

Crying VENLAFAXINE HYDROCHLORIDE S UNKNOWN unknown  WYETH
Paraesthesia VENLAFAXINE HYDROCHLORIDE S UNKNOWN "divided to create a

lower dose"
 WYETH
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6564696FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6564696 EXPEDITED (15-DAY) Y DS GXKR2008US01313 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sexual dysfunction PAROXETINE HYDROCHLORIDE S 40 MG, QD  
Erectile dysfunction SERTRALINE S 100 MG, QD  
Orgasmic sensation decreased VENLAFAXINE HYDROCHLORIDE S 150 MG, QD  
Anorgasmia MILNACIPRAN S 100 MG, QD  
Ejaculation disorder  
Genital hypoaesthesia  
Loss of libido  
6565605FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6565605 EXPEDITED (15-DAY) Y DE 2008-00867 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest FORTAMET S  

ATENOLOL S  WATSON
VENLAFAXINE S  
VALPROIC ACID S  

6565664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6565664 EXPEDITED (15-DAY) Y DE 2008-00866 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death FORTAMET S  WATSON

DIAZEPAM S  WATSON
GLIPIZIDE S  WATSON
GABAPENTIN S  WATSON
ACETAMINOPHEN
\HYDROCODONE BITARTRATE

S  

VENLAFAXINE HYDROCHLORIDE S  
RAMIPRIL S  
UNSPECIFIED INGREDIENT S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6565684FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6565684 EXPEDITED (15-DAY) Y DE 2008-00924 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest HYDROXYZINE

HYDROCHLORIDE
S  WATSON

FUROSEMIDE S  WATSON
GABAPENTIN S  WATSON
TRAZODONE HYDROCHLORIDE S  WATSON
HYDROCHLOROTHIAZIDE
\LISINOPRIL

S  WATSON

LISINOPRIL S  WATSON
LAMOTRIGINE S  
VENLAFAXINE HYDROCHLORIDE S  
SILDENAFIL CITRATE S  

6565813FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6565813 EXPEDITED (15-DAY) Y DE 2008-00926 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DIPHENHYDRAMINE

HYDROCHLORIDE
S  WATSON

GUAIFENESIN S  WATSON
VALPROIC ACID S  
PHENERGAN S  
VENLAFAXINE HYDROCHLORIDE S  
LAMOTRIGINE S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6565817FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2008 6565817 EXPEDITED (15-DAY) Y DE 2008-00929 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest NAPROXEN S  WATSON

DICLOFENAC POTASSIUM S  WATSON
LORATADINE,
PSEUDOEPHEDRINE SULFATE

S  WATSON

BUPROPION HYDROCHLORIDE S  WATSON
UNSPECIFIED INGREDIENT S  
VENLAFAXINE HYDROCHLORIDE S  
CLOMIPHENE CITRATE S  
UNSPECIFIED INGREDIENT S  

6421852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6421852 EXPEDITED (15-DAY) Y OT HQWYE113612SEP07 59 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Suicidal ideation EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL  WYETH
EFFEXOR XR S ORAL  WYETH
METHYLPHENIDATE
HYDROCHLORIDE

S ORAL  

METHYLPHENIDATE
HYDROCHLORIDE

S ORAL  

CYTOMEL C ORAL 25 mcg 1 + 1/2 daily  
RITALIN C ORAL  NOVARTIS
XANAX C ORAL 24 YR
MUCINEX C unknown  ADAMS
VERAPAMIL HYDROCHLORIDE C ORAL  UNKNOWN
SYNTHROID C ORAL 100 mcg daily  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6522802FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6522802 NON-EXPEDITED Y US-BOEHRINGER
INGELHEIM GMBH,
GERMANY-2007-
BP-26259BP

40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alanine aminotransferase increased MIRAPEX S ORAL  BOEHRINGER INGELHEIM

LAMICTAL S  
GEODON S  
WELLBUTRIN XL S  
EFFEXOR S  

6551350FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6551350 EXPEDITED (15-DAY) Y HO DE-WYE-G00984308 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gallbladder operation VENLAFAXINE HYDROCHLORIDE S ORAL 225 mg/ day  WYETH
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6551351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6551351 EXPEDITED (15-DAY) Y HO FR-WYE-G01006608 83 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL  WYETH
Road traffic accident FUROSEMIDE C ORAL  
Rib fracture ACETAMINOPHEN C ORAL 12 DAY
Cognitive disorder DIGOXINE C ORAL  UNKNOWN
Mini mental status examination abnormal ASPEGIC C ORAL  
Confusional state TAHOR C ORAL  
Fall GLUCOPHAGE C ORAL  
Cerebral atrophy EFFEXOR S ORAL unknown  WYETH
Drug withdrawal syndrome OMEPRAZOLE S ORAL  ASTRAZENECA
Restlessness MIRTAZAPINE S ORAL 2 DAY
Hallucination, visual TOPALGIC S ORAL 35 DAY

DRIPTANE S ORAL  
ACETAMINOPHEN
\PROPOXYPHENE

S ORAL 2 DAY

TIAPRIDE S ORAL 4 DAY UNKNOWN
6551355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6551355 EXPEDITED (15-DAY) Y OT US-WYE-H02437608 25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S overdose amount

unspecified
 WYETH

Suicide attempt LITHIUM S  UNKNOWN
Road traffic accident RISPERDAL S  JANSSEN
Anxiety LEXAPRO S overdose amount

unspecified
 LUNDBECK

Depression XANAX S  
Suicidal ideation XANAX S  

PAROXETINE HYDROCHLORIDE C 13 DAY UNKNOWN
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6551809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6551809 EXPEDITED (15-DAY) Y OT US-WYE-H02530208 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT interval abnormal EFFEXOR XR S ORAL  WYETH
6552129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6552129 EXPEDITED (15-DAY) Y OT GB-WYE-G01035408 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea VENLAFAXINE HYDROCHLORIDE S ORAL unknown 1 DAY WYETH
Dyspnoea  
Oedema mouth  
Pharyngeal oedema  
Vomiting  
6552366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6552366 EXPEDITED (15-DAY) DE US-
ABBOTT-08P-163-04370
01-00

2 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest HYDROCODONE S ORAL  

HYDROCODONE S  
LORAZEPAM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
TRAMADOL HYDROCHLORIDE S ORAL  
GABAPENTIN S ORAL  

Page: 2,857 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6559602FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6559602 DIRECT Y OT 43 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL 300MG  Q.D.  PO  
Adverse event  
Agitation  
Anxiety  
Aphasia  
Coordination abnormal  
Depressed mood  
Disturbance in attention  
Dizziness  
Fatigue  
Feeling abnormal  
Feeling of body temperature change  
Headache  
Hyperacusis  
Hyperhidrosis  
Insomnia  
Memory impairment  
Mood swings  
Nausea  
Pain  
Paraesthesia  
Peripheral coldness  
Photophobia  
Suicidal ideation  
Vertigo  
Vision blurred  

Page: 2,858 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6565842FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6565842 EXPEDITED (15-DAY) Y DE 2008-00994 73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death FIORINAL S  WATSON

DIPHENHYDRAMINE
HYDROCHLORIDE

S  WATSON

VENLAFAXINE HYDROCHLORIDE S  
6565894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6565894 EXPEDITED (15-DAY) Y DE 2008-00992 74 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death PERPHENAZINE AND

AMITRIPTYLINE
HYDROCHLORIDE

S  WATSON

PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

S  WATSON

CLONAZEPAM S  WATSON
FIORICET S  WATSON
MORPHINE SULFATE S  WATSON
VENLAFAXINE HYDROCHLORIDE S  
L-DOPA& RELATED S  

6566015FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6566015 EXPEDITED (15-DAY) Y DE 2008-01030 20 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death NIFEDIPINE S  WATSON

QUINAPRIL HYDROCHLORIDE S  WATSON
VENLAFAXINE HYDROCHLORIDE S  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6566016FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6566016 EXPEDITED (15-DAY) Y DE 2008-01038 42 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death VERAPAMIL HYDROCHLORIDE S  

VENLAFAXINE HYDROCHLORIDE S  
UNSPECIFIED INGREDIENT S  

6566704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6566704 EXPEDITED (15-DAY) Y DE 2008-01024 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death HYDROXYZINE

HYDROCHLORIDE
S  WATSON

DILTIAZEM HYDROCHLORIDE S  WATSON
CYCLOBENZAPRINE
HYDROCHLORIDE

S  WATSON

VENLAFAXINE HYDROCHLORIDE S  
6567571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6567571 EXPEDITED (15-DAY) Y DE 2008-00939 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death GABAPENTIN S  WATSON

ACETAMINOPHEN
\HYDROCODONE BITARTRATE

S  

VENLAFAXINE HYDROCHLORIDE S  
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Freedom of Information Act (FOIA) 

Detailed Report
6567586FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Feb-2008 6567586 EXPEDITED (15-DAY) Y DE 2008-00940 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death GABAPENTIN S  WATSON

METOPROLOL TARTRATE S  WATSON
TRAZODONE HYDROCHLORIDE S  WATSON
VENLAFAXINE HYDROCHLORIDE S  
PHENYTOIN(PHENYTOIN) S  
UNSPECIFIED INGREDIENT S  

6528895FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2008 6528895 EXPEDITED (15-DAY) Y OT GB-BRISTOL-MYERS
SQUIBB
COMPANY-14028088

42 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension BUSPAR S ORAL Interval = 1 day 3 MTH BRISTOL MYERS SQUIBB
Vision blurred EFFEXOR S ORAL Interval = 1 day  
Mydriasis INDERAL S ORAL 2 MTH
Bedridden  
Burning sensation  
Dizziness  
Headache  
Lethargy  
Nausea  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6553247FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2008 6553247 EXPEDITED (15-DAY) OT US-BOEHRINGER
INGELHEIM GMBH,
GERMANY-2008-
DE-00926GD

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ejaculation disorder SERTRALINE S  BOEHRINGER INGELHEIM
Anhedonia PAROXETINE HYDROCHLORIDE S  BOEHRINGER INGELHEIM
Genital hypoaesthesia VENLAFAXINE HYDROCHLORIDE S  
Anorgasmia MILNACIPRAN S  
Erectile dysfunction  
Loss of libido  
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Detailed Report
6562704FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2008 6562704 DIRECT N 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased EFFEXOR S 150MG ONCE DAILY  
Abnormal dreams  
Anger  
Anhedonia  
Antisocial behaviour  
Confusional state  
Crying  
Drug dependence  
Feeling abnormal  
Formication  
Headache  
Hyperhidrosis  
Hypersomnia  
Impaired driving ability  
Influenza like illness  
Malaise  
Musculoskeletal stiffness  
Myalgia  
Nervous system disorder  
Rash  
Swelling face  
Tremor  
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Detailed Report
6564234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2008 6564234 EXPEDITED (15-DAY) Y DE 2008-01208 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest DIAZEPAM S  WATSON

IBUPROFEN S  WATSON
MICROZIDE S  WATSON
OXYCODONE AND
ACETAMINOPHEN

S  

QUETIAPINE FUMARATE S  
VENLAFAXINE HYDROCHLORIDE S  

6564242FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2008 6564242 EXPEDITED (15-DAY) Y DE 2008-01212 64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DIPHENHYDRAMINE

HYDROCHLORIDE
S  WATSON

FAMOTIDINE S  WATSON
QUETIAPINE FUMARATE S  
VENLAFAXINE HYDROCHLORIDE S  

6564491FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2008 6564491 EXPEDITED (15-DAY) Y DE 080207-0000131 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death NEOPROFEN S  

QUETIAPINE S  
ACETAMINOPHEN W/
OXYCODONE

S  

DIAZEPAM S  
VENLAFAXINE HYDROCHLORIDE S  
HYDROCHLOROTHIAZIDE S  
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Detailed Report
6564710FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2008 6564710 EXPEDITED (15-DAY) Y DE 2008-01183 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest ALPRAZOLAM S  

ESZOPICLONE S  
RAMELTEON S  
VENLAFAXINE HYDROCHLORIDE S  
VALPROIC ACID S  
PREGABALIN S  

6567665FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Feb-2008 6567665 EXPEDITED (15-DAY) Y DE 2008-01201 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest LORAZEPAM S  WATSON

GABAPENTIN S  WATSON
TRAMADOL HYDROCHLORIDE S  WATSON
HYDROCODONE BITARTRATE &
ACETAMINOPHEN

S  WATSON

VENLAFAXINE HYDROCHLORIDE S  
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Detailed Report
6527088FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2008 6527088 EXPEDITED (15-DAY) Y OT DE-
JNJFOC-20080100835

44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose TOPAMAX S ORAL  
Status epilepticus TOPAMAX S ORAL  
Intentional self-injury MIRTAZAPINE S ORAL  
Suicide attempt MIRTAZAPINE S ORAL  
Somnolence VENLAFAXINE HYDROCHLORIDE S ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL  
TRILEPTAL S ORAL  
TRILEPTAL S ORAL  
ALCOHOL S ORAL  

6549062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2008 6549062 EXPEDITED (15-DAY) Y DE US-
ABBOTT-08P-163-04367
08-00

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROCODONE/

ACETAMINOPHEN
S ORAL  

RAMIPRIL S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
DIAZEPAM S ORAL  
METFORMIN HYDROCHLORIDE S ORAL  
GLIPIZIDE S ORAL  
GABAPENTIN S ORAL  
UNSPECIFIED INGREDIENT S ORAL  
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FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6553742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2008 6553742 EXPEDITED (15-DAY) Y HO BE-WYE-G01023608 Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR S TRANSPLACENTAL  WYETH
6553840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2008 6553840 EXPEDITED (15-DAY) Y OT US-WYE-H02489408 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Suicide attempt EFFEXOR XR S ORAL  WYETH
6554078FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2008 6554078 EXPEDITED (15-DAY) Y OT AU-
ASTRAZENECA-2008AP
01000

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose SEROQUEL S ORAL  ZENECA
Suicidal ideation EFFEXOR XR S ORAL 1 MONTH SUPPLY  
Suicide attempt EFFEXOR XR S ORAL  

ZOPICLONE S ORAL  
6554105FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2008 6554105 EXPEDITED (15-DAY) Y DE,CA,OT IE-WYE-G01020508 Unknown IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stillbirth EFFEXOR XR S TRANSPLACENTAL 225 mg every  WYETH
Dysmorphism FLUOXETINE HCL S TRANSPLACENTAL unknown  
Maternal exposure during pregnancy  

Page: 2,867 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
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Detailed Report
6554262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2008 6554262 EXPEDITED (15-DAY) Y OT BE-WYE-G00726207 28 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eclampsia EFFEXOR S ORAL  WYETH
Maternal exposure during pregnancy  
6565581FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2008 6565581 DIRECT N LT 80 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S 300 MG DAILY 047  WYETH

ZANTAC C  
ANUSERT C  
ADVIL C  
ARICEPT C  
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Detailed Report
6522119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2008 6522119 EXPEDITED (15-DAY) Y HO DE-WYE-G00848708 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 7 tablets (overdose

amount unknown)
1 DAY WYETH

Status epilepticus VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Somnolence ALCOHOL S ORAL unknown amount (total

alcohol amount
unknown)

1 DAY UNKNOWN

Suicide attempt OXCARBAZEPINE S ORAL unknown number of
tablets (overdose
amount 6300 mg)

1 DAY UNKNOWN

OXCARBAZEPINE S ORAL  UNKNOWN
MIRTAZAPINE S ORAL 7 tablets (overdose

amount unknown)
1 DAY UNKNOWN

MIRTAZAPINE S ORAL  UNKNOWN
TOPAMAX S ORAL 7 tablets (overdose

amount 350 mg)
1 DAY JANSSEN

TOPAMAX S ORAL  JANSSEN
6556198FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2008 6556198 EXPEDITED (15-DAY) Y DE US-
RANBAXY-2008US-1303
1

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ISOPTIN SR S ORAL unk,mg  RANBAXY

VENLAFAXINE HYDROCHLORIDE S ORAL UNK  
UNSPECIFIED INGREDIENT S ORAL UNK  
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6556302FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2008 6556302 EXPEDITED (15-DAY) Y OT CH-SANOFI-
SYNTHELABO-
A01200801515

29 DAY Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neonatal leukaemia STILNOX S TRANSPLACENTAL usully 1tablet /day up to

4 tablets before sleep
241 DAY

Maternal exposure during pregnancy ACETAMINOPHEN S TRANSPLACENTAL Variable doses taken
regularly

 

PANTOZOL S TRANSPLACENTAL UNK  
MOTILIUM S TRANSPLACENTAL Variable doses taken

regularly
 

PINAVERIUM BROMIDE S TRANSPLACENTAL In reserve  
BROMAZEPAM S TRANSPLACENTAL Up to 5 tablets (7.5 mg)

daily
 

EFFEXOR S TRANSPLACENTAL 9 MTH
6556443FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2008 6556443 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2008013762

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bipolar disorder CHANTIX S  
Nausea EFFEXOR S  
Drug ineffective  
Feeling abnormal  
Nightmare  
6568663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2008 6568663 DIRECT N 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 375MG EVERY DAY PO  
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6571463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2008 6571463 EXPEDITED (15-DAY) Y DE 2008-01250 62 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DIAZEPAM S  WATSON

BUPROPION HYDROCHLORIDE S  WATSON
ALPRAZOLAM S  WATSON
VENLAFAXINE HYDROCHLORIDE S  
CETIRIZINE HYDROCHLORIDE S  

6571569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Feb-2008 6571569 EXPEDITED (15-DAY) Y DE 2008-01226 49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death FIORINAL S  WATSON

GABAPENTIN S  WATSON
AMLODIPINE BESYLATE S  WATSON
DIAZEPAM S  WATSON
LISINOPRIL S  WATSON
MICROZIDE S  WATSON
VENLAFAXINE HYDROCHLORIDE S  
IMIPRAMINE S  
UNSPECIFIED INGREDIENT S  
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6535992FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2008 6535992 EXPEDITED (15-DAY) Y DE US-
BAYER-200811289GPV

34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents NAPROXEN S ORAL  BAYER

DICLOFENAC S ORAL  
PSEUDOEPHEDRINE
HYDROCHLORIDE

S ORAL  

BUPROPION S ORAL  
ALCOHOL S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
CLOMIPHENE CITRATE S ORAL  
UNSPECIFIED INGREDIENT S ORAL  

6556729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2008 6556729 EXPEDITED (15-DAY) Y DS DE-WYE-G01025708 49 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Diabetes mellitus ZYPREXA S ORAL  
Alcohol abuse LITHIUM CARBONATE S ORAL  
6556765FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2008 6556765 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20080203092

42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise RISPERDAL S ORAL  
Altered state of consciousness EFFEXOR S ORAL  

RIVOTRIL S ORAL  
IMPLANON C  
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6556850FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2008 6556850 EXPEDITED (15-DAY) Y OT GB-WYE-G00925708 35 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhagic diathesis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Rash VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Headache MULTIVITAMINS, COMBINATIONS C unknown  UNKNOWN
Peptic ulcer haemorrhage  
Rectal haemorrhage  
6557151FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2008 6557151 EXPEDITED (15-DAY) Y HO,LT US-WYE-H02531308 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S ORAL 300 (units unspecified)

one daily
 WYETH

Generalised tonic-clonic seizure CHANTIX S ORAL starter pack  PFIZER
Aphasia  
Mental status changes  
6557358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2008 6557358 EXPEDITED (15-DAY) Y HO HU-WYE-H02535108 52 YR Male HUN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal haemorrhage EFFEXOR XR S ORAL 14 DAY WYETH
Diarrhoea EFFEXOR XR S ORAL  WYETH
Colitis ulcerative  
Haematochezia  
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6569068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2008 6569068 DIRECT Y OT 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pregnancy EFFEXOR XR S ORAL 225MG DAILY PO 6 YR WYETH
Maternal exposure during pregnancy CITALOPRAM S ORAL 20MG DAILY PO 1 WEEK DR REDDYS
Abortion spontaneous  
6570113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2008 6570113 DIRECT N OT 29 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria EFFEXOR XR S ORAL 37.5 MG - 112.5 MG

DAILY PO
 WYETH

6557687FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2008 6557687 EXPEDITED (15-DAY) Y HO FR-WYE-G01063308 84 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Oesophagitis haemorrhagic EFFEXOR S ORAL 7 YR WYETH

FLUTICASONE PROPIONATE S unknown  
PREVISCAN S ORAL 20 mg total daily 7 YR
SPIRIVA C unknown  BOEHRINGER INGELHEIM
DILTIAZEM HYDROCHLORIDE C unknown  
PRAZEPAM C unknown  
LACTULOSE C unknown  UNKNOWN
DIGOXIN C unknown  UNKNOWN
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6557721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2008 6557721 EXPEDITED (15-DAY) Y HO DE-WYE-G01020008 57 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 300mg per day  WYETH
Sleep disorder LEVOTHYROXINE SODIUM C  UNKNOWN
Disorientation LITHIUM C ORAL 4 tablets per day (total

amount unknown)
 UNKNOWN

Delirium  
Hallucination  
6557722FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2008 6557722 EXPEDITED (15-DAY) Y CA CH-WYE-G01060608 Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypospadias EFFEXOR S TRANSPLACENTAL 120 DAY WYETH

EFFEXOR S  WYETH
LORAZEPAM S TRANSPLACENTAL 120 DAY WYETH

6557767FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2008 6557767 EXPEDITED (15-DAY) Y OT DE-WYE-G01080308 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy VENLAFAXINE HYDROCHLORIDE S ORAL 300mg per day  WYETH
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6558301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2008 6558301 EXPEDITED (15-DAY) Y OT CH-
ASTRAZENECA-2008PK
00317

27 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy METOPROLOL SUCCINATE S ORAL  
Abortion induced SEROQUEL S ORAL  ZENECA

SORTIS S ORAL  
XANAX S ORAL  
EFFEXOR S ORAL  
LEVOTHYROXINE SODIUM C ORAL  

6558304FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2008 6558304 EXPEDITED (15-DAY) Y HO,OT ES-WYE-H02582508 51 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pneumonitis VENLAFAXINE HYDROCHLORIDE S UNKNOWN 1 YR WYETH
Hepatitis LEVOFLOXACIN S UNKNOWN unknown  UNKNOWN
Drug interaction LEVOTHYROXINE C UNKNOWN unknown  UNKNOWN
Cholestasis MIRTAZAPINE C UNKNOWN unknown  UNKNOWN
6567799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2008 6567799 DIRECT Y OT 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 37.5MG QD PO  
Insomnia AUGMENTIN S ORAL 2000MG BID PO  
Muscle rigidity NASACORT C  
Hallucination SINGULAIR C  

SYMBICORT C  
MUCINEX C  
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6638002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Feb-2008 6638002 EXPEDITED (15-DAY) Y DE TPA2008A00203 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ROZEREM S ORAL PER ORAL  

ALPRAZOLAM (ALPRAZOLAM) S ORAL PER ORAL  
PREGABALIN S ORAL PER ORAL  
ESZOPICLONE S ORAL PER ORAL  
VENLAFAXINE S ORAL PER ORAL  
VALPROIC ACID S ORAL PER ORAL  

6431562FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2008 6431562 EXPEDITED (15-DAY) Y HO HQWYE220019SEP07 29 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S ORAL  WYETH
Anger  
Suicidal ideation  
6558756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2008 6558756 EXPEDITED (15-DAY) Y HO SE-WYE-H02631108 38 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount was

18,25 g
1 DAY WYETH

Aspiration  
Hypotension  
Loss of consciousness  
Serotonin syndrome  
Tachycardia  
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6558757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2008 6558757 EXPEDITED (15-DAY) Y DE SE-WYE-H02631008 37 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount was

32 tablets (4,8 g)
1 DAY WYETH

Convulsion BUSPIRONE HYDROCHLORIDE S ORAL overdose amount was
150 mg

1 DAY

Cardiac arrest LAMOTRIGINE S ORAL overdose amount
unknown

1 DAY UNKNOWN

Multi-organ failure DIAZEPAM S ORAL overdose amount was
150 mg

1 DAY UNKNOWN

Anxiety  
Mydriasis  
6558792FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2008 6558792 EXPEDITED (15-DAY) Y OT FR-WYE-G01059808 17 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL  WYETH
Agitation EFFEXOR S ORAL dose increased 25 mg

by 25 mg up to 150 mg
total daily

 WYETH

Suicidal ideation EFFEXOR S ORAL 150 mg total daily 7 DAY WYETH
Intentional self-injury EFFEXOR S ORAL 200 mg total daily 4 DAY WYETH
Asphyxia EFFEXOR S ORAL 150 mg total daily  WYETH
Laceration EFFEXOR S ORAL 200 mg total daily  WYETH

CYAMEMAZINE C ORAL unknown; taken in the
evenings

 

6558936FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2008 6558936 EXPEDITED (15-DAY) Y OT IT-WYE-G01081708 43 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cyst EFFEXOR S ORAL  WYETH
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6559822FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2008 6559822 EXPEDITED (15-DAY) Y HO,OT AU-WYE-G01098308 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL  WYETH
Aggression  
Agitation  
6559823FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2008 6559823 EXPEDITED (15-DAY) Y HO FR-WYE-G01051908 42 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Altered state of consciousness EFFEXOR S ORAL unknown  WYETH
Malaise RISPERDAL S ORAL unknown  JANSSEN
Intentional product misuse RIVOTRIL S ORAL unknown  ROCHE

IMPLANON C unknown  
6559896FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2008 6559896 EXPEDITED (15-DAY) Y OT GB-WYE-G01082708 45 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Metastatic neoplasm EFFEXOR XR S ORAL  WYETH

DIAZEPAM C unknown  UNKNOWN
PROMAZINE C unknown  UNKNOWN
ZOPICLONE C unknown  UNKNOWN
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6559928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2008 6559928 EXPEDITED (15-DAY) Y HO CH-WYE-G01052108 27 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal disorder EFFEXOR S ORAL  WYETH
Maternal exposure during pregnancy XANAX S ORAL  

QUETIAPINE S ORAL  UNKNOWN
METOPROLOL SUCCINATE S ORAL unknown  ASTRAZENECA
SORTIS S ORAL  
LEVOTHYROXINE SODIUM C ORAL  

6560435FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2008 6560435 EXPEDITED (15-DAY) Y DS US-WYE-H02282808 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR XR S ORAL  WYETH
Feeling abnormal EFFEXOR XR S ORAL  WYETH
Disturbance in attention EFFEXOR XR S ORAL unknown  WYETH
Thinking abnormal NEURONTIN C  
Tremor LYRICA C  PFIZER
6560856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2008 6560856 EXPEDITED (15-DAY) Y OT US-WYE-H02587408 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S 112.5 mg, frequency

unknown
 WYETH

Depression LITHIUM S "lowest dosage"  UNKNOWN
Condition aggravated  
Paradoxical drug reaction  
Suicidal behaviour  
Suicidal ideation  
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6560937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2008 6560937 EXPEDITED (15-DAY) OT US-PFIZER
INC-2008013961

28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ejaculation disorder SERTRALINE S  
Anhedonia PAROXETINE HYDROCHLORIDE S  
Genital hypoaesthesia VENLAFAXINE HYDROCHLORIDE S  
Anorgasmia  
Erectile dysfunction  
Loss of libido  
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6574472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2008 6574472 EXPEDITED (15-DAY) Y OT GXKR2008IT01604 31 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersomnia PAROXETINE HYDROCHLORIDE S 20 MG, QD; 30 MG, QD;

10 MG, QD; 10 MG
EVERY OTHER DAY; 5
MG, QD

 

Somnolence VENLAFAXINE HYDROCHLORIDE S 150 MG, QD  
Activities of daily living impaired  
Agitation  
Asthenia  
Derealisation  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Fatigue  
Headache  
Hyperhidrosis  
Hypoaesthesia  
Irritability  
Mood altered  
No therapeutic response  
Ocular discomfort  
Paraesthesia  
Serotonin syndrome  
Social problem  
Yawning  
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6561515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2008 6561515 EXPEDITED (15-DAY) Y HO NL-WYE-G01091308 50 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness VENLAFAXINE HYDROCHLORIDE S  WYETH
Hypotonia  
Road traffic accident  
6562411FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Feb-2008 6562411 EXPEDITED (15-DAY) Y HO,OT CH-PFIZER
INC-2007003425

Unknown CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy XANAX S ORAL  
Drug withdrawal syndrome neonatal EFFEXOR S ORAL  
Tremor  

3435298FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 3435298 NON-EXPEDITED Y OT 8-99070-016A Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S 75 MG 2X PER 1 DAY 11 DAY

INDINAVIR S 2 DOSES  
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5215650FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 5215650 NON-EXPEDITED Y CA 8-95032-002B < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intestinal perforation EFFEXOR S 37.5 MG., 3X PER DAY,

1 DAY
 

Hernia congenital DEXAMETHASONE S  
ERYTHROMYCIN S  
HYDROCODONE S  
IBUPROFEN S  
LORAZEPAM S  
RETIN-A S TOPICAL  
ESTAZOLAM C  
AMITRIPTLINE (AMITRIPTLINE) C  
SUMATRIPTAN SUCCINATE C  
METHADONE HYDROCHLORIDE C  
CARISOPRODOL C  
HYOSCYAMINE (HYOSCYAMINE) C  
IV GAMMA GLOBULIN (IV GAMMA
GLOBULIN)

C  

CEFADROXIL C  
AZITHROMYCIN C  
BECLOMETHASONE
DIPROPIONATE

C  

IPRATROPIUM BROMIDE C  
6310409FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6310409 NON-EXPEDITED Y OT HQWYE776330OCT06 56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL ORAL  
Disorientation LEXAPRO S ORAL 20 MG, 1X PER 1 DAY,

ORAL
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6445445FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6445445 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20071003280

Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis fulminant TRAMADOL HYDROCHLORIDE S ORAL 61 DAY
Hepatic failure MOBIC S ORAL 61 DAY

EFFEXOR S UNKNOWN 183 DAY
AMLODIPINE S ORAL  
LEVOTHYROXINE C  

6476261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6476261 EXPEDITED (15-DAY) Y HO,DS US-WYE-H01343507 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Idiopathic pulmonary fibrosis EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL 150 mg daily, tapering
off

15 DAY WYETH

DILANTIN S unknown  
LAMICTAL C unknown  
INSULIN NOS C unknown  UNKNOWN
ZETIA C unknown  MERCK
ACETYLSALICYLIC ACID C unknown  UNKNOWN
TYLENOL C unknown  
GABITRIL C 0.4 mg, frequency

unknown
 

TRAZODONE HYDROCHLORIDE C unknown  UNKNOWN
ABILIFY C ORAL  BRISTOL MYERS SQUIBB
LISINOPRIL C unknown  UNKNOWN
CALCIUM\ERGOCALCIFEROL C unknown  
CYCLOBENZAPRINE
HYDROCHLORIDE

C unknown  UNKNOWN
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6563275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6563275 EXPEDITED (15-DAY) N DS US-WYE-H02671908 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL 37.5 mg, frequency not

specifed
 WYETH

Depressed mood EFFEXOR XR S ORAL 75 mg, frequency not
specified

2 WEEK WYETH

Sleep disorder EFFEXOR XR S ORAL "began tapering at 37.5
mg"

 WYETH

Fatigue TENORMIN C unknown  
Drug withdrawal syndrome HYZAAR C unknown  MERCK
Insomnia  
6574332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6574332 DIRECT Y HO,LT 35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental status changes LYRICA S ORAL PO RECENT  PFIZER
Agitation VENLAFAXINE HYDROCHLORIDE S ORAL PO  
Body temperature increased DARVOCET C  
Heart rate increased METHADONE HYDROCHLORIDE C  
Blood pressure increased XANAX C  
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Blood creatinine increased  
Myocardial infarction  
Respiratory rate increased  
Rhabdomyolysis  
White blood cell count increased  
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6687739FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6687739 NON-EXPEDITED Y OT HQWYE756121DEC06 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gambling EFFEXOR S DOUBLED THE DOSE  
Abnormal behaviour  
6687743FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6687743 NON-EXPEDITED Y DS HQWYE438323OCT06 70 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Memory impairment EFFEXOR S SEE IMAGE  
Agitation  
Anxiety  
Blood pressure increased  
Chills  
Confusional state  
Diarrhoea  
Dizziness  
Drug ineffective  
Drug withdrawal syndrome  
Headache  
Hyperhidrosis  
Insomnia  
Intentional product misuse  
Muscle spasms  
Nausea  
Panic reaction  
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6687746FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6687746 NON-EXPEDITED N OT HQWYE296630JUL07 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dispensing error EFFEXOR S  
Drug effect decreased  
6687747FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6687747 NON-EXPEDITED Y OT 8-95250-002B Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL ORAL  
Suicide attempt  
6687757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6687757 NON-EXPEDITED N OT HQWYE024912JUL07 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure fluctuation EFFEXOR S ORAL 300 MG 1 PER 1 DAY,

ORAL
 

CLONOPIN S "DECREASE IN THE
DOSE"

 

XANAX S 4 A DAY, DECREASE
IN THE DOSE

 

CELEBREX C  
OXYCODONE (OXYCODONE) C  

6687758FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6687758 NON-EXPEDITED Y DE HQWYE167220JUL07 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL 75 MG 1X PER 1 DAY,

ORAL
 

LUNESTA C  
LEXAPRO C  
RESTORIL C  
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6687759FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6687759 NON-EXPEDITED N OT HQWYE215619SEP07 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S  
6689659FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6689659 NON-EXPEDITED N DE HQWYE299431JUL07 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL ORAL  
6689661FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6689661 NON-EXPEDITED N OT HQWYE900230JAN07 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S ORAL ORAL  
Condition aggravated  
Depression  
Dizziness  
Dry mouth  
Memory impairment  
Sexual dysfunction  
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6692113FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6692113 NON-EXPEDITED N OT HQWYE251117MAY07 39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity EFFEXOR S  
Erythema REBIF S SUBCUTANEOUS SUBCUTANEOUS

INJECTIONS THREE
TIMES PER WEEK*,
SUBCUTANEOUS ; 44
UG 3X PER 1 WK,
SUBCUTANEOUS

 

Swelling face LORAZEPAM C  
Dyspnoea NADOLOL C  
Rash generalised  
6692118FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2008 6692118 NON-EXPEDITED Y HO US-WYE-H01340507 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident EFFEXOR S  

MIRAPEX "BOEHRINGER
INGELHEIM" (PRAMPEXOLE
DIHYDROCHLORIDE, GEL)

S 0.25 MG 1X PER 1 DAY  BOEHRINGER INGELHEIM

6334110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2008 6334110 EXPEDITED (15-DAY) Y LT,OT CHWYE451231JAN07 37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR S ORAL  WYETH
Maternal exposure during pregnancy STILNOX S ORAL  
Uterine haemorrhage ACETAMINOPHEN S ORAL unspecified  
Obstetrical pulmonary embolism MOTILIUM S ORAL unspecified  JANSSEN

PANTOZOL S ORAL unspecified  WYETH
BROMAZEPAM S ORAL  UNKNOWN
PINAVERIUM BROMIDE S ORAL unspecified  
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6334245FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2008 6334245 EXPEDITED (15-DAY) Y LT,OT CHWYE837012JUN07 30 DAY Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute lymphocytic leukaemia EFFEXOR S TRANSPLACENTAL  WYETH

STILNOX C TRANSPLACENTAL  
ACETAMINOPHEN C TRANSPLACENTAL unspecified  
MOTILIUM C TRANSPLACENTAL unspecified  JANSSEN
PANTOZOL C TRANSPLACENTAL unspecified  WYETH
BROMAZEPAM C TRANSPLACENTAL  UNKNOWN
PINAVERIUM BROMIDE C TRANSPLACENTAL unspecified  

6531632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2008 6531632 EXPEDITED (15-DAY) Y HO FR-WYE-G00901708 46 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL  WYETH
Generalised tonic-clonic seizure XANAX C ORAL  

BACTRIM C  ROCHE
LIORESAL C ORAL  NOVARTIS
TRUVADA C ORAL  GILEAD
EFFEXOR S ORAL 225 mg total daily  WYETH
KALETRA S ORAL  ABBOTT

6564539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2008 6564539 EXPEDITED (15-DAY) Y HO BE-WYE-G01084408 50 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR S ORAL  WYETH
Tendon rupture EFFEXOR S ORAL  WYETH
Fall SEROQUEL C  UNKNOWN

DEPAKENE C  
REMERON C  
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Detailed Report
6564540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2008 6564540 EXPEDITED (15-DAY) Y HO DK-WYE-G01107808 49 YR Male DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR S ORAL unknown  WYETH
Abscess rupture LEVOTHYROXINE SODIUM S  
Rash SEROQUEL S  ASTRAZENECA

CLOPENTHIXOL
HYDROCHLORIDE

S  

6564541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2008 6564541 EXPEDITED (15-DAY) Y OT AU-WYE-G01122608 39 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neurological symptom EFFEXOR XR S ORAL  WYETH
Tremor EFFEXOR XR S  WYETH
Chills  
Eye movement disorder  
Gait disturbance  
Hyperhidrosis  
Muscle twitching  
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6564998FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2008 6564998 EXPEDITED (15-DAY) Y OT FR-
ASTRAZENECA-2008CG
00309

68 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Interstitial lung disease TENORMIN S ORAL  ZENECA

AVASTIN S INTRAVENOUS 5 MTH
AVASTIN S INTRAVENOUS 3 MTH
AVASTIN S INTRAVENOUS 51 DAY
AVASTIN S INTRAVENOUS  
IRINOTECAN HYDROCHLORIDE S INTRAVENOUS  
IRINOTECAN HYDROCHLORIDE S INTRAVENOUS  
FLUOROURACIL S INTRAVENOUS  
FLUOROURACIL S INTRAVENOUS  
FLUOROURACIL S INTRAVENOUS  
VALSARTAN AND
HYDROCHLOROTHIAZIDE

S ORAL  

EFFEXOR S ORAL  
BROMAZEPAM C  
DIFFU K C  
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6565102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Feb-2008 6565102 EXPEDITED (15-DAY) Y HO FR-
ASTRAZENECA-2008CG
00314

96 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state ATACAND S ORAL 5 YR
Hyponatraemia EFFEXOR S ORAL 3 YR

EFFEXOR S ORAL 16 DAY
REMINYL S ORAL 5 YR
CELECTOL C ORAL  
MACROGOL C ORAL  
ASPIRIN LYSINE C ORAL 5 YR
SODIUM ASCORBATE C ORAL  

6565891FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2008 6565891 EXPEDITED (15-DAY) Y OT FR-WYE-G01088208 62 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 mg total daily 6 MTH WYETH
Drug ineffective EFFEXOR S ORAL dosage was tapered

down
 WYETH

Hypomania  
Serotonin syndrome  
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Detailed Report
6566768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2008 6566768 EXPEDITED (15-DAY) HO CA-
AVENTIS-200810840EU

45 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania DESIPRAMINE HYDROCHLORIDE S dose: 50MG AND 75MG

ON ALTERNATIVE
DAYS

 AVENTIS

Homicidal ideation DESIPRAMINE HYDROCHLORIDE S  AVENTIS
Panic attack VENLAFAXINE HYDROCHLORIDE S  
Flight of ideas VENLAFAXINE HYDROCHLORIDE S  
Irritability VENLAFAXINE HYDROCHLORIDE S  
Rapid eye movements sleep abnormal VENLAFAXINE HYDROCHLORIDE S  
Aggression  
Agitation  
Drug interaction  
Hallucination, visual  
6567096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2008 6567096 EXPEDITED (15-DAY) Y LT CH-
JNJFOC-20080206264

53 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism RISPERDAL S ORAL  
Drug interaction REMERON S  

EFFEXOR S  
LITHIUM S ORAL  
LORAZEPAM S  

6570141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2008 6570141 EXPEDITED (15-DAY) DE,HO,OT MK-6028167 14 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide FLUOXETINE HCL S ORAL 20 MG; ORAL; DAILY;

40 MG; ORAL; DAILY;
40 MG; DAILY ORAL
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Detailed Report
6570141
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Akathisia ENDEP S 10 MG; TABLET; ORAL;

AT BEDTIME ORAL
 

Insomnia ZYPREXA S ORAL 2.5 MG, ORAL; DAILY;
2.5 MG; DAILY; ORAL

 

Somnolence EFFEXOR XR S ORAL 75 MG; ORAL; DAILY;
150 MG; DAILY; 150
MG; DAILY

 

Influenza like illness STILNOX /00914901/ (ZOLPIDEM)
(CON.)

C  

Intentional self-injury CANNABIS (CANNABIS SATIVA)
(CON.)

C  

Drug ineffective DIANE-35 (DIANE) (CON.) C  
Drug interaction TETREX /00001701/

(TETRACYCLINE) (CON.)
C  

Depression DOXYCYCLINE (DOXYCYCLINE)
(CON.)

C  

Tremor AKAMIN /00232402/
(MINOCYCLINE
HYDROCHLORIDE) (CON.)

C  

Aggression ETDH - PRESUMED ETOH
(ALCOHOL) (NO PREF. NAME)
(CON.)

C  

Asphyxia RITALIN (METHYLPHENIDATE
HYDROCHLORIDE) (CON.)

C  

Social phobia SPEED (ALAXYL) (CON.) C  
Adjustment disorder  
Cervical cord compression  
Condition aggravated  
Contusion  
Hypoxic-ischaemic encephalopathy  
Intentional overdose  
Laceration  
Treatment noncompliance  
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6576708FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2008 6576708 DIRECT Y LT,OT,RI 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL 37.5 MG DAILY ORAL 2 YR WYETH
Drug interaction AUGMENTIN S ORAL 2 TABLETS TWICE

DAILY ORAL
 GLAXOSMITHKLINE

6580597FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2008 6580597 EXPEDITED (15-DAY) Y HO GXKR2008CA01771 45 YR Male CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania DESIPRAMINE HYDROCHLORIDE S 75 MG, QD; 50 MG, QD  
Homicidal ideation VENLAFAXINE HYDROCHLORIDE S 37.5 MG, QD, 75 MG,

QD
 

Abnormal behaviour  
Agitation  
Anger  
Anxiety  
Depression  
Drug interaction  
Flight of ideas  
Irritability  
Nightmare  
Panic attack  
Poor quality sleep  
Rapid eye movements sleep abnormal  
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Detailed Report
6580707FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2008 6580707 EXPEDITED (15-DAY) Y CA DSA_31488_2008 Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy LORAZEPAM S TRANSPLACENTAL 1 MG QD

TRANSPLACENTAL
 

Hypospadias EFFEXOR S TRANSPLACENTAL 150 MG QD
TRANSPLACENTAL

 

6586154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Feb-2008 6586154 DIRECT Y RI 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delusion ZIPRASIDONE HYDROCHLORIDE S ORAL 80MG AM, 120MG HS

BID PO
 

Aspartate aminotransferase increased VENLAFAXINE S ORAL 225 MG QAM PO  
Alanine aminotransferase increased  
Blood alkaline phosphatase increased  
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6562752FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2008 6562752 EXPEDITED (15-DAY) Y HO DE-WYE-G01073708 58 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ESTRONE SODIUM SULFATE

\MEDROXYPROGESTERONE
ACETATE

S ORAL 7 tablets (overdose
amount 4.375 mg / 35
mg)

1 DAY WYETH

Vomiting VENLAFAXINE HYDROCHLORIDE S ORAL 14 capsules (overdose
amount 2100 mg)

1 DAY WYETH

Suicide attempt LEVOTHYROXINE SODIUM S ORAL 7 tablets (overdose
amount unknown)

1 DAY

LAMOTRIGINE S ORAL 7 tablets (overdose
amount 1400 mg)

1 DAY UNKNOWN

CHLORPROTHIXENE
HYDROCHLORIDE

S ORAL 7 tablets (overdose
amount unknown)

1 DAY

LEVOMEPROMAZINE S ORAL 7 tablets (overdose
amount unknown)

1 DAY UNKNOWN

REMERGIL S ORAL 7 tablets (overdose
amoutn 210 mg)

1 DAY

SIMVASTATIN S ORAL 7 tablets (overdose
amount 140 mg)

1 DAY UNKNOWN

LASIX S ORAL 7 tablets (overdose
amount 280 mg)

1 DAY
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6568020FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2008 6568020 EXPEDITED (15-DAY) Y OT FR-WYE-G01110408 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Potentiating drug interaction EFFEXOR S ORAL unknown  WYETH
Fatigue UNSPECIFIED INGREDIENT S ORAL 100 DAY UNKNOWN
Dry skin UNSPECIFIED INGREDIENT S ORAL 114 DAY UNKNOWN
Depressed mood CHLORPROMAZINE

HYDROCHLORIDE
S ORAL unknown  

Weight increased NORVIR S ORAL  ABBOTT
Asthenia UNSPECIFIED INGREDIENT S ORAL  UNKNOWN
Abdominal pain  
Anticholinergic syndrome  
Constipation  
Escherichia urinary tract infection  
6568355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2008 6568355 EXPEDITED (15-DAY) Y HO BR-WYE-H02729008 59 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL  WYETH
Pyrexia ATORVASTATIN C  UNKNOWN
Myalgia OMEPRAZOLE C occasionally  UNKNOWN
Skin lesion NOVALGINA C occasionally  
Haematuria VARENICLINE S ORAL 38 DAY PFIZER
Alanine aminotransferase increased  
Aspartate aminotransferase increased  
Drug eruption  
Nausea  
Vasculitis  
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6578332FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2008 6578332 DIRECT Y HO 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diarrhoea EFFEXOR XR S ORAL 150MG DAILY  PO  
Alcohol use  
Blood pressure increased  
Body temperature increased  
Gastrointestinal disorder  
Nausea  
Pancreatitis acute  
Vomiting  
6580748FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2008 6580748 DIRECT N OT 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Economic problem EFFEXOR XR S ORAL 225MG ONCE A DAY

PO
 

6582455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2008 6582455 EXPEDITED (15-DAY) Y DE L08-USA-00315-53 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DILTIAZEM S  
Overdose VENLAFAXINE HYDROCHLORIDE S  

CYCLOBENZAPRINE
HYDROCHLORIDE

S  

HYDROXYZINE S  
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6567890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2008 6567890 EXPEDITED (15-DAY) Y HO CN-WYE-G01131008 16 YR Male CHN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Henoch-Schonlein purpura EFFEXOR XR S ORAL 3 DAY WYETH
Skin haemorrhage UNSPECIFIED INGREDIENT C  UNKNOWN
Haematuria  
6568900FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2008 6568900 EXPEDITED (15-DAY) N OT IE-WYE-G01159008 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL unknown  WYETH
Body temperature increased EFFEXOR XR S  WYETH

BROMAZEPAM C unknown  ROCHE
6569549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2008 6569549 EXPEDITED (15-DAY) Y HO AU-WYE-G01177208 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation EFFEXOR XR S ORAL unknown  WYETH
Nonspecific reaction  
Psychomotor hyperactivity  
6569551FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2008 6569551 EXPEDITED (15-DAY) N OT GB-WYE-G01146308 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence EFFEXOR S unknown  WYETH
Euphoric mood  

6562805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2008 6562805 EXPEDITED (15-DAY) Y AU-WYE-G01129708 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infection EFFEXOR XR S ORAL 1 YR WYETH
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6570191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2008 6570191 EXPEDITED (15-DAY) N OT US-
JNJFOC-20080206553

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination FENTANYL TRANSDERMAL

SYSTEM
S TRANSDERMAL  

Feeling abnormal EFFEXOR XR S ORAL  
Suicide attempt NEXIUM C ORAL  
Confusional state ALLEGRA C ORAL  
Amnesia ATIVAN C ORAL  
Hyperhidrosis ZOCOR C ORAL  
Flushing LIDODERM C TRANSDERMAL  
Overdose SKELAXIN C ORAL  
Hypersomnia FLEXERIL C ORAL  
Inappropriate schedule of drug administration ATACAND C ORAL  

METOPROLOL SUCCINATE C ORAL  
NORVASC C ORAL  
CELEBREX C ORAL  
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6587486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Mar-2008 6587486 EXPEDITED (15-DAY) Y HO 100#08#2008-00855 37 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE S 150 MG  
Depression LAMOTRIGINE (LAMOTRIGINE) S 100 MG EVERY 12

HOURS
 

Epilepsy CARBAMAZEPINE S 800 MG AT
BREAKFAST AND
DINNER AND 400 MG
AT LUNCH

 

Syncope PHENOBARBITAL
(PHENOBARBITAL)

C  

Hypertonia LEVETIRACETAM C  
Contusion ALPRAZOLAM (ALPRAZOLAM) C  
Confusional state MIRTAZAPINE (MIRTAZAPINE) C  
Pallor PRAVASTATIN C  
Head injury  
Hyperhidrosis  
Hyponatraemia  
Inappropriate antidiuretic hormone secretion  
Leukocytosis  
Neutrophilia  
Peripheral coldness  

6571107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2008 6571107 EXPEDITED (15-DAY) Y OT GB-WYE-G01150808 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT interval abnormal EFFEXOR S unknown  WYETH
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6585418FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Mar-2008 6585418 DIRECT Y RI 23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion VENLAFAXINE HYDROCHLORIDE S ORAL 100MG EVERY DAY PO  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL 75MG EVERY DAY PO  

6572482FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2008 6572482 EXPEDITED (15-DAY) Y HO FR-WYE-G01160408 54 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis EFFEXOR S ORAL 100 mg total daily 1 DAY WYETH
Cholestasis EFFEXOR S ORAL 150 mg total daily 12 DAY WYETH
Phaeochromocytoma ZOLOFT S ORAL 100 mg total daily 6 DAY
6572502FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2008 6572502 EXPEDITED (15-DAY) Y HO SE-WYE-G01172808 66 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemorrhage EFFEXOR S  WYETH
Rectal prolapse OMEGA-3 FATTY ACIDS S ORAL unknown  UNKNOWN
Cystocele VAGIFEM C  NOVO NORDISK
Rectocele AMILORIDE HYDROCHLORIDE

\HYDROCHLOROTHIAZIDE
C  

Haematoma FELODIPINE C  UNKNOWN
MIRTAZAPINE C  UNKNOWN
ZOLPIDEM TARTRATE C  

Page: 2,905 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6572578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2008 6572578 EXPEDITED (15-DAY) Y OT ES-WYE-G01136008 78 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

ATORVASTATIN CALCIUM C ORAL  PFIZER
BISOPROLOL FUMARATE C ORAL  
ALPRAZOLAM C ORAL  
ASCORBIC ACID\DOCUSATE
SODIUM\FERROUS GLUTAMATE

C ORAL  

REPAGLINIDE C ORAL three times per day  NOVO NORDISK
IRBESARTAN C ORAL  BRISTOL MYERS SQUIBB
PLANTABEN C ORAL  
OMEPRAZOLE C ORAL  UNKNOWN
FUROSEMIDE C ORAL  

6573110FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2008 6573110 EXPEDITED (15-DAY) N HO,LT D0056369A 42 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rhabdomyolysis BUPROPION HYDROCHLORIDE S ORAL 300MG per day  GLAXOSMITHKLINE
Myalgia VENLAFAXINE HYDROCHLORIDE S ORAL 225MG per day  
Drug interaction ZYPREXA S ORAL 5MG per day 14 DAY

ZOLPIDEM S ORAL 7.5MG per day 2 DAY
RISPERDAL S ORAL 1MG per day 6 DAY
LORAZEPAM C ORAL 1.5MG per day 17 DAY
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6586579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2008 6586579 DIRECT N LT,OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL 175MG DAILY PO 5 MTH
Alopecia  
Contusion  
Onychoclasis  
Tremor  

6437784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2008 6437784 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2007081117

55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion ZOLOFT S ORAL  
Asthma ZOLOFT S  
Pneumonia ZOLOFT S  
Panic attack GABITRIL S ORAL  
Anxiety GABITRIL S  
Depression GABITRIL S  
Therapeutic response decreased GABITRIL S  
Sedation GABITRIL S  
Muscle tightness CYMBALTA S ORAL  
Tremor KLONOPIN S  
Conversion disorder KLONOPIN S  

KLONOPIN S  
EFFEXOR XR S  
LIPITOR C  
DILTIAZEM C  
AMBIEN C  
NEURONTIN C  
RISPERDAL C  
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6494440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2008 6494440 EXPEDITED (15-DAY) Y DE,LT CH-WYE-G00726707 37 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular fibrillation EFFEXOR S ORAL 150 + 300 mg per day  WYETH
Tachycardia SURMONTIL S ORAL  

SEROQUEL S ORAL  ZENECA
6531275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2008 6531275 EXPEDITED (15-DAY) Y OT GB-WYE-G00886108 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Haemoptysis EFFEXOR XR S ORAL  WYETH
Lower respiratory tract infection MIDODRINE C 5mg, frequency

unknown
 UNKNOWN

Aphonia SERETIDE C INHALATION unknown  GLAXO WELLCOME
LANSOPRAZOLE C unknown  UNKNOWN
BRICANYL C INHALATION unknown  ASTRAZENECA
PREGABALIN C  PFIZER
DIHYDROCODEINE BITARTRATE C unknown  UNKNOWN

6574317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2008 6574317 EXPEDITED (15-DAY) Y HO DE-WYE-G01003908 44 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Micturition disorder VENLAFAXINE HYDROCHLORIDE S ORAL 187.5mg per day 2 DAY WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL 150mg per day  WYETH
MIRTAZAPINE C ORAL 30 mg per day  UNKNOWN
LITHIUM C ORAL 900mg per day  UNKNOWN
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6574318FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2008 6574318 EXPEDITED (15-DAY) Y DE TR-WYE-H02851308 17 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR XR S ORAL  WYETH

LAMICTAL C  
RISPERDAL C  JANSSEN

6589099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Mar-2008 6589099 EXPEDITED (15-DAY) Y OT B0509821A 37 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion LAMOTRIGINE S 100 MG / TWICE PER

DAY /
 

Drug interaction CARBAMAZEPINE S 400 MG / THREE
TIMES PER DAY /

 

Convulsion VENLAFAXINE HYDROCHLORIDE S 150 MG / AT NIGHT /  
Syncope PHENOBARBITONE C  
Mental impairment LEVETIRACETAM C  
Hypertonia ALPRAZOLAM C  
Contusion MIRTAZAPINE C  
Depressed level of consciousness  
Electrocardiogram QT prolonged  
Hyperhidrosis  
Laceration  
Leukocytosis  
Neutrophilia  
Pallor  
Peripheral coldness  
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6521045FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2008 6521045 EXPEDITED (15-DAY) Y DE US-
MERCK-0801USA00142

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose PRINIVIL S ORAL  MERCK
Completed suicide PRINZIDE S ORAL  

LAMOTRIGINE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
TRAZODONE HYDROCHLORIDE S ORAL  
SILDENAFIL CITRATE S ORAL  
HYDROXYZINE
HYDROCHLORIDE

S ORAL  

FUROSEMIDE S ORAL  
GABAPENTIN S ORAL  

6550668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2008 6550668 EXPEDITED (15-DAY) Y OT NL-WYE-G01024808 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy EFFEXOR XR S unknown dose and

frequency
 WYETH

EFFEXOR XR S  WYETH
6576775FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2008 6576775 EXPEDITED (15-DAY) Y HO ES-
RANBAXY-2008RR-1330
0

Unknown ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver injury LEVOFLOXACIN S  RANBAXY
Pneumonitis VENLAFAXINE S 300 mg, qd  

UNSPECIFIED INGREDIENT C  
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6578143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2008 6578143 EXPEDITED (15-DAY) N HO,OT US-WYE-H02867808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal behaviour EFFEXOR XR S ORAL unknown  WYETH
Suicidal ideation  
6578145FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2008 6578145 EXPEDITED (15-DAY) N OT US-WYE-H02866408 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Dizziness EFFEXOR XR S ORAL  WYETH
Abnormal dreams EFFEXOR XR S ORAL  WYETH
Tachycardia VITAMINS C unknown  UNKNOWN
Agitation  
Fatigue  
Panic attack  
Vision blurred  
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6578250FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Mar-2008 6578250 EXPEDITED (15-DAY) Y HO,OT FR-WYE-G01191808 95 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL  WYETH
Impaired self-care EFFEXOR S ORAL 75 mg total daily 16 DAY WYETH
Microcytic anaemia REMINYL S ORAL  JANSSEN
Depression ATACAND S ORAL  
General physical health deterioration SODIUM ASCORBATE C ORAL  ABBOTT
Confusional state CELECTOL C ORAL  
Inflammation ASPIRIN LYSINE C ORAL  
Blood albumin decreased  
Concomitant disease progression  
Dementia Alzheimer's type  
Malnutrition  
Meningioma  

6569246FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2008 6569246 EXPEDITED (15-DAY) Y DE,OT GXKR2008SE01508 56 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral haemorrhage ASPIRIN S ORAL ORAL  
Malaise CLOPIDOGREL S ORAL ORAL  
Nausea WARFARIN SODIUM S ORAL ORAL  
Vomiting VENLAFAXINE HYDROCHLORIDE S  
Brain oedema ATORVASTATIN CALCIUM S  
International normalised ratio increased RAMIPRIL C  
Drug interaction  
Left ventricular dysfunction  
Myocardial infarction  
Pneumonia  
Pulmonary embolism  
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6571673FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2008 6571673 EXPEDITED (15-DAY) N HO,LT B0511020A 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory distress DEROXAT S ORAL 2 DAY GLAXOSMITHKLINE
Confusional state AUGMENTIN IV S INTRAVENOUS 1G Three times per day 2 DAY GLAXOSMITHKLINE
Agitation CYAMEMAZINE S ORAL 100MG Three times per

day
2 DAY UNKNOWN

Somnolence EFFEXOR S ORAL 2 DAY UNKNOWN
PERFALGAN S INTRAVENOUS 1G Four times per day  UNKNOWN
ACUPAN S INTRAVENOUS 6UNIT per day  UNKNOWN
NUBAIN S INTRAVENOUS 20MG As required 2 DAY UNKNOWN

6578553FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2008 6578553 EXPEDITED (15-DAY) Y HO DE-WYE-G01220608 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 1 tablet 1 DAY WYETH
Suicide attempt ALCOHOL S ORAL overdose amount

unknown
1 DAY UNKNOWN

Dysarthria  
Feeling drunk  
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6578772FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2008 6578772 EXPEDITED (15-DAY) N HO NZ-WYE-G01051108 32 YR Female NZL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 3 YR WYETH
Head discomfort EFFEXOR XR S ORAL 3 DAY WYETH
Fatigue EFFEXOR XR S ORAL 2 DAY WYETH
Depressed mood EFFEXOR XR S ORAL 2 DAY WYETH
Insomnia EFFEXOR XR S ORAL 2 DAY WYETH
Panic attack EFFEXOR XR S ORAL 1 DAY WYETH
Disorientation EFFEXOR XR S ORAL 1 DAY WYETH
Hallucination EFFEXOR XR S ORAL 2 DAY WYETH
Diarrhoea EFFEXOR XR S ORAL 2 DAY WYETH
Dysphemia FOLIC ACID C ORAL unknown  UNKNOWN
Vertigo FERRO-GRADUMET C ORAL unknown  ABBOTT
Anger  
Dissociation  
Disturbance in attention  
Mood swings  
Tearfulness  
Tremor  
6578851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2008 6578851 EXPEDITED (15-DAY) Y OT AU-WYE-G01207908 61 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Irritability EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL  WYETH
EFFEXOR XR S ORAL unknown  WYETH
ALPRAZOLAM C ORAL 4 mg daily  UNKNOWN
MIRTAZAPINE C ORAL 45 mg nocte  UNKNOWN
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6579420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2008 6579420 EXPEDITED (15-DAY) Y OT FR-
GENENTECH-257111

68 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Interstitial lung disease AVASTIN S INTRAVENOUS UNK, UNK  GENENTECH

EFFEXOR S ORAL UNK, UNK  
VALSARTAN AND
HYDROCHLOROTHIAZIDE

S ORAL UNK, UNK  

ATENOLOL S ORAL UNK, UNK  
IRINOTECAN S INTRAVENOUS 51 DAY
POTASSIUM CHLORIDE C  
FLUOROURACIL C  
LEXOMIL C  
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6468851FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2008 6468851 EXPEDITED (15-DAY) N DS,OT US-WYE-H00588707 41 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Anxiety  
Coordination abnormal  
Depression  
Disturbance in attention  
Dizziness  
Drug withdrawal syndrome  
Dry mouth  
Ejaculation disorder  
Feeling abnormal  
Headache  
Hyperhidrosis  
Insomnia  
Muscle twitching  
Night sweats  
Paraesthesia  
Psychomotor skills impaired  
Tremor  
Unevaluable event  
6528510FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2008 6528510 EXPEDITED (15-DAY) Y OT US-WYE-H01986008 42 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain neoplasm benign EFFEXOR XR S ORAL  WYETH
Demyelinating polyneuropathy LEXAPRO S  LUNDBECK

BUPROPION HYDROCHLORIDE S ORAL  GLAXOSMITHKLINE
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6539571FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2008 6539571 EXPEDITED (15-DAY) N HO DSA_31277_2008 47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose ATIVAN S (19 MG 1X  NOT THE

PRESCRIBED
AMOUNT)

 

Contusion ATIVAN S ORAL (DF ORAL)  
Mood swings EFFEXOR XR S ORAL (1500 MG 1X NOT THE

PRESCRIBED
AMOUNT ORAL), (862.5
MG 1X NO THE
PRESCRIBED
AMOUNT ORAL)

 

Panic attack EFFEXOR XR S ORAL (37.5 MG QD ORAL),
(150 MG QD ORAL),
(225 MG QD ORAL)

 

Anger  
Back pain  
Condition aggravated  
Dyspepsia  
Muscle spasms  
Renal pain  
6578545FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2008 6578545 EXPEDITED (15-DAY) Y HO,OT GB-WYE-G01181108 48 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular tachycardia EFFEXOR S ORAL unknown  WYETH
Drug dependence EFFEXOR S ORAL 240 DAY WYETH
Drug withdrawal syndrome EFFEXOR S ORAL 37.5 mg frequency

unknown
 WYETH

POTASSIUM CHLORIDE\SODIUM
BICARBONATE\SODIUM
CHLORIDE

C ORAL 1 sachet as needed 44 DAY

DIAZEPAM C ORAL 2 mg every 1 Prn  UNKNOWN
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6579955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2008 6579955 EXPEDITED (15-DAY) Y HO CA-WYE-G01212908 70 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal inflammation EFFEXOR XR S ORAL unknown  WYETH
6580234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2008 6580234 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800284

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest PROPOXYPHENE

HYDROCHLORIDE AND
ACETAMINOPHEN

S ORAL  TYCO

Drug abuse DIAZEPAM S ORAL  
ZYPREXA S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
MIRTAZAPINE S ORAL  
CODEINE S ORAL  
GABAPENTIN S ORAL  
METOPROLOL TARTRATE S ORAL  

6591279FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Mar-2008 6591279 DIRECT Y Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Therapeutic response changed EFFEXOR S 37.5MGS TWO AT HS  
Drug intolerance  
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6521478FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6521478 EXPEDITED (15-DAY) N HO DE-WYE-G00833508 38 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Optic neuritis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Blood pressure increased VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Vision blurred  
Visual acuity reduced  
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6531629FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6531629 EXPEDITED (15-DAY) Y HO,DS,OT IE-WYE-G00909308 44 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Convulsion EFFEXOR XR S ORAL  WYETH
Dysphemia EFFEXOR XR S 150mg daily  WYETH
Tremor EFFEXOR XR S ORAL  WYETH
Anxiety EFFEXOR XR S ORAL 150mg daily  WYETH
Gait disturbance GLUCOSAMINE SULFATE C ORAL  UNKNOWN
Depressed level of consciousness LIPITOR C ORAL  
Hyperhidrosis GLUCOPHAGE C ORAL  
Fatigue ACETYLSALICYLIC ACID C ORAL  UNKNOWN
Abnormal dreams  
Confusional state  
Decreased appetite  
Dizziness  
Dry mouth  
Insomnia  
Paraesthesia  
Pruritus  
Rhinorrhoea  
Somnolence  
Tinnitus  
Visual impairment  
Yawning  
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6580902FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6580902 EXPEDITED (15-DAY) Y HO,OT CA-WYE-H02940908 70 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S unknown  WYETH
Road traffic accident EFFEXOR S  WYETH
Confusional state EFFEXOR S  WYETH

EFFEXOR S  WYETH
6580905FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6580905 EXPEDITED (15-DAY) Y HO,OT US-WYE-H02904008 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Coma EFFEXOR XR S ORAL  WYETH

DEPAKOTE C ORAL unknown  UNKNOWN
DEPAKOTE C  UNKNOWN
DEPAKOTE C  UNKNOWN

Page: 2,921 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6581019FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6581019 EXPEDITED (15-DAY) Y OT US-WYE-H03013608 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Weight increased EFFEXOR XR S ORAL  WYETH
Headache EFFEXOR XR S ORAL  WYETH
Tremor EFFEXOR XR S ORAL took a dose last night  WYETH
Chills  
Crying  
Diarrhoea  
Feeling abnormal  
Hearing impaired  
Hyperhidrosis  
Influenza like illness  
Insomnia  
Nausea  
Paraesthesia  
Vision blurred  
Vomiting  
6581170FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6581170 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800261

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide OXYCODONE HYDROCHLORIDE

AND ACETAMINOPHEN
S ORAL  TYCO

HYDROCODONE/
ACETAMINOPHEN

S ORAL  TYCO

VENLAFAXINE HYDROCHLORIDE S ORAL  
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Detailed Report
6581173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6581173 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800313

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TRAMADOL HYDROCHLORIDE S ORAL  TYCO

VENLAFAXINE HYDROCHLORIDE S ORAL  
PREGABALIN S ORAL  
TIZANIDINE HYDROCHLORIDE S ORAL  

6581176FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6581176 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800318

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TOFRANIL-PM S ORAL  TYCO

ASPIRIN S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
GABAPENTIN S ORAL  
AMLODIPINE S ORAL  
DIAZEPAM S ORAL  
UNSPECIFIED INGREDIENT S ORAL  
LISINOPRIL S ORAL  
HYDROCHLOROTHIAZIDE S ORAL  
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6581191FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6581191 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800295

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROCODONE/

ACETAMINOPHEN
S ORAL  TYCO

VENLAFAXINE HYDROCHLORIDE S ORAL  
METFORMIN HYDROCHLORIDE S ORAL  
DIAZEPAM S ORAL  
GLIPIZIDE S ORAL  
GABAPENTIN S ORAL  
RAMIPRIL S ORAL  
NASAL DECONGESTANT S ORAL  

6581218FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6581218 EXPEDITED (15-DAY) Y HO,LT FR-WYE-G01214808 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR S ORAL unknown 2 DAY WYETH
Respiratory distress DEROXAT S ORAL unknown 2 DAY
Incorrect dose administered AUGMENTIN S INTRAVENOUS 2 DAY
Confusional state ACUPAN S INTRAVENOUS 6 dose forms  
Agitation NUBAIN S INTRAVENOUS 2 DAY

CYAMEMAZINE S ORAL 2 DAY
PERFALGAN S INTRAVENOUS  
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Detailed Report
6581268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6581268 EXPEDITED (15-DAY) DE US-
ASTRAZENECA-2008U
W05031

36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental poisoning SEROQUEL S ORAL  ZENECA
Obstructive airways disorder EFFEXOR S  
Road traffic accident XANAX C  
Headache VALIUM C  

TOPAMAX C  
METHADONE C  

6591762FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Mar-2008 6591762 DIRECT Y 61 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL 3 TABS DAILY PO  
Anger  
Anxiety  
Condition aggravated  
Tension  
Therapeutic response changed  

6472207FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2008 6472207 EXPEDITED (15-DAY) N HO DE-WYE-G00583707 77 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Blood pressure systolic decreased  
Head injury  
Tendon rupture  
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Detailed Report
6586065FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2008 6586065 EXPEDITED (15-DAY) Y OT GB-WYE-G01238708 Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Gingival bleeding EFFEXOR S ORAL  WYETH
Epistaxis DIAZEPAM C 2mg prn  UNKNOWN
Blood urine present AMITRIPTYLINE C unknown  UNKNOWN

QUETIAPINE C 1 at night  UNKNOWN
6586066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2008 6586066 EXPEDITED (15-DAY) Y DS BE-WYE-G01223908 30 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Amaurosis fugax EFFEXOR S  WYETH
Hypotension  
Tachycardia  
6586143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2008 6586143 EXPEDITED (15-DAY) N HO,OT BR-WYE-H02990208 45 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Benign breast neoplasm EFFEXOR S ORAL 1/4 of a 37.5 mg tablet 15 DAY WYETH
Gastrointestinal carcinoma EFFEXOR S ORAL 1/2 of a 37.5 mg tablet 15 DAY WYETH
Benign gastrointestinal neoplasm EFFEXOR S ORAL  WYETH
Hypertension EFFEXOR S ORAL decreased the doses

gradually
 WYETH

Thyroid disorder RIVOTRIL C ORAL  ROCHE
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6586173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2008 6586173 EXPEDITED (15-DAY) Y OT CH-PFIZER
INC-2008022975

27 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous XANAX S ORAL  
Maternal exposure during pregnancy SORTIS S ORAL  

METOPROLOL SUCCINATE S  
SEROQUEL S ORAL  
EFFEXOR S ORAL  
LEVOTHYROXINE SODIUM C ORAL  

6595541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2008 6595541 DIRECT N 23 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR XR S ORAL 350MG ONCE DAILY

PO
 WYETH

Flatulence  
6596225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2008 6596225 DIRECT RI 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache EFFEXOR S ORAL 1  75MG TABLET 1 X A

DAY PO
 WYETH

Activities of daily living impaired  
Anger  
Dry mouth  
Feeling abnormal  
Head injury  
Nausea  
Vertigo  
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Detailed Report
6596644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Mar-2008 6596644 DIRECT N OT 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sexual dysfunction EFFEXOR XR S ORAL 37.5 MG DAILY PO  
Anxiety  
Blood pressure increased  
Muscle twitching  
Tachycardia  
Weight increased  

6228484FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2008 6228484 EXPEDITED (15-DAY) Y DS,CA CHWYE058908JAN07 Unknown CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction EFFEXOR S TRANSPLACENTAL unknown 22 DAY WYETH
Psychomotor skills impaired TOPAMAX S TRANSPLACENTAL unknown 22 DAY JANSSEN
Hydrocephalus  
Maternal exposure during pregnancy  
6539769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2008 6539769 EXPEDITED (15-DAY) Y HO FR-WYE-G00938108 37 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pyramidal tract syndrome EFFEXOR S ORAL higher dose  WYETH
Hypoaesthesia EFFEXOR S ORAL  WYETH
Muscular weakness  
Pain in extremity  
Paraesthesia  
Tremor  
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6567894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2008 6567894 EXPEDITED (15-DAY) Y GB-WYE-G01129208 62 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Atrial fibrillation EFFEXOR XR S ORAL 75 mg daily  WYETH
Mitral valve incompetence DOXAZOSIN C ORAL  UNKNOWN

FELODIPINE C ORAL  UNKNOWN
BENDROFLUMETHIAZIDE C ORAL  UNKNOWN

6587060FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2008 6587060 EXPEDITED (15-DAY) Y OT AU-WYE-G01225908 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S unknown  WYETH
Intentional product misuse  
Sexual abuse  
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6562107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2008 6562107 EXPEDITED (15-DAY) Y OT PHBS2008ES02555 37 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Inappropriate antidiuretic hormone secretion CARBAMAZEPINE S 800 mg at breakfast, 400

mg at  lunchtime
 NOVARTIS

Syncope LAMOTRIGINE S 100 mg, Q12H  
Hyponatraemia PHENOBARBITAL S 100 mg, Q12H  
Depression VENLAFAXINE HYDROCHLORIDE S 150 mg/day  
Affect lability LEVETIRACETAM C 1000 mg, BID  
Blood chloride abnormal PRAVASTATIN C 10 mg, UNK  
Leukocytosis ALPRAZOLAM C 2 mg, Q8H  
Neutrophilia MIRTAZAPINE C 1 tab at night  
Confusional state  
Hyperhidrosis  
Hypertonia  
Pallor  
Peripheral coldness  
6577322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2008 6577322 EXPEDITED (15-DAY) Y OT 231633J08USA 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness REBIF S SUBCUTANEOUS 22 MCG, 3 IN 1

WEEKS,
SUBCUTANEOUS

 

Abnormal behaviour EFFEXOR S  
Somnolence MORPHINE S  
Nervous system disorder UNSPECIFIED MEDICATIONS

(ALL OTHER THERAPEUTIC
PRODUCTS)

S  

Anxiety IBUPROFEN (IBUPROFEN) C  
Depression SEROQUEL C  
Convulsion  
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Detailed Report
6587729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2008 6587729 EXPEDITED (15-DAY) Y CA,OT SE-WYE-G01226708 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital foot malformation EFFEXOR S  WYETH

OXAZEPAM S ORAL 15 mg when needed  
CALCIUM PHOSPHATE\FOLIC
ACID

S ORAL  ASTRAZENECA

CYANOCOBALAMIN S  
OMEPRAZOLE S ORAL  UNKNOWN
STRATTERA S  ELI LILLY AND CO

6587740FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2008 6587740 EXPEDITED (15-DAY) Y HO FR-WYE-G01227208 82 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL 75 mg total daily  WYETH
Dyspepsia LITHIUM CARBONATE S ORAL 600 mg total daily  
Abnormal behaviour  
Acute prerenal failure  
Agitation  
Bladder dilatation  
Blood sodium increased  
Chills  
Confusional state  
Dehydration  
6587841FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2008 6587841 EXPEDITED (15-DAY) Y HO,OT CH-WYE-G01250608 50 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Extrapyramidal disorder EFFEXOR S ORAL  WYETH
Fall AMISULPRIDE S ORAL 147 DAY
Orthostatic hypotension  
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Detailed Report
6588578FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2008 6588578 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800328

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TRAMADOL HYDROCHLORIDE S ORAL  TYCO

DILTIAZEM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
BUSPIRONE S ORAL  
ALPRAZOLAM S ORAL  
ATORVASTATIN S ORAL  
NITROGLYCERIN S ORAL  

6588590FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Mar-2008 6588590 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800352

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest MORPHINE S ORAL  TYCO
Completed suicide AMITRIPTYLINE

HYDROCHLORIDE
\PERPHENAZINE

S ORAL  

VENLAFAXINE HYDROCHLORIDE S  
PROPOXYPHENE
HYDROCHLORIDE

S  

CLONAZEPAM S  
LEVODOPA S  
ACETAMINOPHEN S  
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Detailed Report
6348134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2008 6348134 EXPEDITED (15-DAY) Y DE,HO DEWYE773901JUN07 56 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 4 capsules each 75 mg

(overdose amount 300
mg)

1 DAY WYETH

Haematemesis MIRTAZAPINE S ORAL 25 tablets each 15 mg
(overdose amount 375
mg)

1 DAY UNKNOWN

Somnolence ALCOHOL S ORAL overdose amount
unknown

1 DAY UNKNOWN

Drug withdrawal syndrome IBUPROFEN S ORAL 13 tablets each 800 mg
(overdose amount
10400 mg)

1 DAY UNKNOWN

Alcohol withdrawal syndrome  
Apnoea  
Aspiration  
Hypoxic-ischaemic encephalopathy  
Pneumonia aspiration  
Pulseless electrical activity  
6535358FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2008 6535358 EXPEDITED (15-DAY) N DS CA-WYE-G00922108 47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Paraesthesia EFFEXOR XR S ORAL  WYETH
Malaise EFFEXOR XR S ORAL  WYETH
Blood pressure increased EFFEXOR XR S ORAL  WYETH
Fatigue EFFEXOR XR S ORAL  WYETH
Confusional state WELLBUTRIN C ORAL  GLAXOSMITHKLINE
Influenza like illness  
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Detailed Report
6569398FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2008 6569398 EXPEDITED (15-DAY) Y DS IE-WYE-G01151008 Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac disorder EFFEXOR XR S ORAL  WYETH
Hypertension EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL  WYETH
6589213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2008 6589213 EXPEDITED (15-DAY) N DE US-WYE-H03044608 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL  WYETH
Loss of consciousness EFFEXOR XR S ORAL  WYETH
Asphyxia METHADONE HYDROCHLORIDE S unknown  UNKNOWN
Oedema XANAX S unknown  
Fall DIAZEPAM S unknown  UNKNOWN

SEROQUEL S unknown  UNKNOWN
TOPAMAX S unknown  JANSSEN

6589677FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2008 6589677 EXPEDITED (15-DAY) Y HO SE-
ASTRAZENECA-2008SE
01394

< 1 DAY Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lethargy METOPROLOL TARTRATE S TRANSPLACENTAL  

FELODIPINE S TRANSPLACENTAL  
EFFEXOR S TRANSPLACENTAL  
TRANDATE S TRANSPLACENTAL  
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Detailed Report
6589814FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2008 6589814 EXPEDITED (15-DAY) Y HO SE-WYE-G01226808 Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pre-eclampsia EFFEXOR S ORAL  WYETH
Maternal exposure during pregnancy OXAZEPAM S 15 mg when needed  

CALCIUM PHOSPHATE\FOLIC
ACID

S ORAL  ASTRAZENECA

CYANOCOBALAMIN S ORAL  
OMEPRAZOLE S  UNKNOWN
STRATTERA S ORAL  ELI LILLY AND CO

6602582FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2008 6602582 DIRECT N OT 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety ZYVOX S ORAL 600MG 2X/DAY PO 28 DAY
Pyrexia EFFEXOR S ORAL 150MG 1X/DAY PO  
Amnesia  
Asthenia  
Coordination abnormal  
Disturbance in attention  
Fatigue  
Insomnia  
Muscle spasms  
Nausea  
Restlessness  
Vomiting  
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Detailed Report
6215653FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2008 6215653 EXPEDITED (15-DAY) Y DS,CA CH-
JNJFOC-20070101285

1 YR Unknown CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal growth restriction TOPAMAX S  
Hydrocephalus EFFEXOR S  
Psychomotor skills impaired  
6590552FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2008 6590552 EXPEDITED (15-DAY) Y OT PHFR2008GB01132 29 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Heart rate increased CLOZARIL S ORAL 175 mg/day  NOVARTIS
Drug interaction VENLAFAXINE HYDROCHLORIDE S UNKNOWN 75 mg, QD  

OLANZAPINE C UNKNOWN 15 mg  
6590738FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2008 6590738 EXPEDITED (15-DAY) Y OT ES-
JNJFOC-20080303072

51 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Liver injury LEVOFLOXACIN S UNKNOWN  
Pneumonitis VENLAFAXINE HYDROCHLORIDE S UNKNOWN  

MIRTAZAPINE C UNKNOWN  
UNSPECIFIED INGREDIENT C UNKNOWN  
LEVOTHYROXINE C UNKNOWN  
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6601201FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2008 6601201 DIRECT N OT,RI 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR XR S  WYETH
Diarrhoea  
Drug withdrawal syndrome  
Headache  
Influenza like illness  
Insomnia  
Malaise  
Nausea  
Vomiting  
6601321FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Mar-2008 6601321 DIRECT Y 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Contusion EFFEXOR XR S FALL 2007  WYETH
Haemorrhagic diathesis  
Similar reaction on previous exposure to drug  

Page: 2,937 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6551973FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6551973 EXPEDITED (15-DAY) Y CH-WYE-G00967908 36 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S UNKNOWN variable, maximum

187.5 mg per day
 WYETH

Rash pustular EFFEXOR S ORAL  WYETH
Hyperhidrosis EFFEXOR S ORAL tapering off  WYETH
Skin odour abnormal TRAZODONE HYDROCHLORIDE C UNKNOWN  UNKNOWN
Somnolence TRAZODONE HYDROCHLORIDE C  UNKNOWN
Agitation  
Pre-existing condition improved  
Therapeutic response changed  
Tremor  
6591368FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6591368 EXPEDITED (15-DAY) Y HO SE-WYE-G01247908 < 1 DAY Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Lethargy EFFEXOR S ORAL  WYETH
Congenital heart valve disorder FELODIPINE S ORAL  UNKNOWN
Maternal exposure during pregnancy TRANDATE S  
Hypotonia neonatal METOPROLOL TARTRATE S ORAL  
Unresponsive to stimuli  
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6591516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6591516 EXPEDITED (15-DAY) Y HO,OT US-ROCHE-552635 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle tightness KLONOPIN S UNKNOWN OTHER INDICATION:

PANIC ATTACKS AND
AGAROPHOBIA.

 ROCHE

Convulsion ZOLOFT S ORAL OTHER INDICATION:
PANIC ATTACKS AND
AGAROPHOBIA.

 

Asthma GABITRIL S ORAL AT BEDTIME. OTHER
INDICATION: PANIC
ATTACKS, ANXIETY,
POST TRAUMATIC
STRESS DISORDER
AND AGAROPHOBI+

 

Therapeutic response decreased GABITRIL S ORAL 6 DAY
Pneumonia GABITRIL S ORAL  
Panic attack CYMBALTA S ORAL  
Anxiety EFFEXOR XR S UNKNOWN  
Depression AMBIEN C  
Sedation NEURONTIN C  
Tremor RISPERDAL C AT BEDTIME  
Conversion disorder LIPITOR C  

DILTIAZEM C  
6591539FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6591539 EXPEDITED (15-DAY) Y CA,OT FR-WYE-G01274008 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Microcephaly EFFEXOR S TRANSPLACENTAL unknown  WYETH
Premature baby XANAX S TRANSPLACENTAL unknown  
Dysmorphism  
Maternal exposure during pregnancy  
Small for dates baby  
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6591541FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6591541 EXPEDITED (15-DAY) Y HO FR-WYE-G01276208 54 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL Overdose amount was 4

500 mg of Effexor Lp
1 DAY WYETH

Suicide attempt DOXYLAMINE SUCCINATE
\SODIUM BROMIDE\SODIUM
SULFATE

S ORAL Overdose amount was
10 tablets of Donormyl

1 DAY

Sedation SALMETEROL C unknown  UNKNOWN
Pneumonia aspiration ESTRADIOL C unknown  UNKNOWN

OXAZEPAM C unknown  UNKNOWN
TERBUTALINE SULFATE C unknown  UNKNOWN
FLUTICASONE C unknown  UNKNOWN

6591569FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6591569 EXPEDITED (15-DAY) Y HO,OT FR-WYE-G01238508 30 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75 mg total daily  WYETH
Nasopharyngitis EFFEXOR S ORAL  WYETH
Malaise TETRAZEPAM S ORAL unknown  
Loss of consciousness CEFPODOXIME PROXETIL S ORAL unknown  
Confusional state  
Diplopia  
Headache  
Visual field defect  
Vomiting  
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6591753FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6591753 EXPEDITED (15-DAY) N OT GB-WYE-G01283108 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  WYETH
Paraesthesia EFFEXOR XR S  WYETH
Heart rate decreased EFFEXOR XR S  WYETH

EFFEXOR XR S  WYETH
6591908FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6591908 EXPEDITED (15-DAY) Y HO FR-WYE-G01275608 60 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Retroperitoneal fibrosis EFFEXOR S ORAL 75 mg total daily  WYETH
Alpha 2 globulin increased  
Inflammation  
Platelet count increased  
6603436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2008 6603436 DIRECT N HO,RI 13 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dizziness EFFEXOR S ORAL  
Anxiety  
Condition aggravated  
Confusional state  
Derealisation  
Headache  
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6228024FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2008 6228024 EXPEDITED (15-DAY) N OT CH-BRISTOL-MYERS
SQUIBB
COMPANY-13652565

1 DAY Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy TRAZODONE HYDROCHLORIDE S TRANSPLACENTAL 8 MTH APOTHECON
Drug withdrawal syndrome EFFEXOR S TRANSPLACENTAL 8 MTH
Premature baby PRAZINE C  
6322273FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2008 6322273 EXPEDITED (15-DAY) Y DS AUWYE728425MAY07 50 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease EFFEXOR XR S ORAL 14 DAY WYETH
Paraesthesia EFFEXOR XR S ORAL 24 DAY WYETH
Feeling hot MORPHINE SULFATE C ORAL two 10mg tablets (20mg)

per week
 

Burning sensation ACETAMINOPHEN AND CODEINE C ORAL 4 tablets per week  
Hyperhidrosis  
Hypoaesthesia  
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6592614FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Mar-2008 6592614 EXPEDITED (15-DAY) N OT GB-WYE-G01286408 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S  WYETH
Paraesthesia EFFEXOR S  WYETH
Heart rate decreased EFFEXOR S half a tablet  WYETH
VIIth nerve paralysis EFFEXOR S quarter of a tablet  WYETH
Dysphagia  
Dyspnoea  
Eye movement disorder  
Facial spasm  
Muscle twitching  
Wrong technique in drug usage process  

6572483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2008 6572483 EXPEDITED (15-DAY) Y DE ES-WYE-G01174308 58 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Road traffic accident VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Blood pressure increased ESTROGENS C unknown  UNKNOWN
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6589579FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2008 6589579 EXPEDITED (15-DAY) Y HO,OT GB-WYE-G01259808 32 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL  WYETH
Proteinuria EFFEXOR S ORAL  WYETH
Condition aggravated EFFEXOR S weaning himself off  WYETH
Overdose CLEMASTINE FUMARATE C Unknown  UNKNOWN

ZOPICLONE C ORAL 7.5mg nocte  UNKNOWN
LORAZEPAM C ORAL 1mg PRN  UNKNOWN
INSULIN NOS C unknown  UNKNOWN
RISPERIDONE C ORAL 1mg nocte 64 DAY UNKNOWN
RISPERIDONE C ORAL 1 mg nocte  UNKNOWN

6593377FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2008 6593377 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800490

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest OXYCODONE HYDROCHLORIDE

AND ACETAMINOPHEN
S  TYCO

QUETIAPINE S  
DIAZEPAM S  
VENLAFAXINE HYDROCHLORIDE S  
IBUPROFEN S  
HYDROCHLOROTHIAZIDE S  
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6593799FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Mar-2008 6593799 EXPEDITED (15-DAY) Y OT US-WYE-H03169508 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Flat affect EFFEXOR XR S ORAL  WYETH
Feeling abnormal EFFEXOR XR S  WYETH
Mental impairment EFFEXOR XR S ORAL  WYETH
Migraine ATENOLOL C  UNKNOWN
Nausea ADDERALL C  
Influenza NEXIUM C  ASTRAZENECA
Dizziness  
Hot flush  
Hyperhidrosis  
Hypotension  
Pallor  
Paraesthesia  
Pulse absent  
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6590494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2008 6590494 EXPEDITED (15-DAY) Y HO,OT CH-
JNJFOC-20080303315

80 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular tachycardia RISPERDAL CONSTA S  
Extrapyramidal disorder EFFEXOR S ORAL  
Ventricular extrasystoles EFFEXOR S ORAL  
Fall CLARITHROMYCIN C ORAL  
Bronchopneumonia ASPIRIN CARDIO C ORAL  
Vertigo DAFALGAN C ORAL  
Bundle branch block right TENORMIN C ORAL  

CALCIUM CARBONATE C ORAL  
AUGMENTIN C INTRAVENOUS  
CEFUROXIME AXETIL C ORAL  

6596081FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2008 6596081 EXPEDITED (15-DAY) Y HO US-WYE-H03174708 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebrovascular accident PREMARIN S ORAL  WYETH
Meningitis EFFEXOR XR S ORAL  WYETH
Encephalitis VERAPAMIL HYDROCHLORIDE C UNKNOWN unknown  UNKNOWN
Trigeminal neuralgia  
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6596082FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2008 6596082 EXPEDITED (15-DAY) Y HO DE-WYE-G01291408 25 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL unknown number of

tablets (overdose
amount 450 mg)

1 DAY WYETH

Suicide attempt SEROQUEL S ORAL unknown number of
tablets (overdose
amount 900 mg)

1 DAY ASTRAZENECA

Agitation SUPRARENIN S UNKNOWN 100 ml (overdose
amount unknown)

1 DAY

Mydriasis DIAZEPAM S ORAL unknown number of
tablets (overdose
amount 60 mg)

1 DAY UNKNOWN

Pulmonary oedema  
Respiratory failure  
6596124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2008 6596124 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800484

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest TRAMADOL HYDROCHLORIDE S ORAL  TYCO

LORAZEPAM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
HYDROCODONE S ORAL  
GABAPENTIN S ORAL  
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6596129FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2008 6596129 EXPEDITED (15-DAY) Y DE US-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800491

Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest BUTALBITAL ACETAMINOPHEN

AND CAFFEINE
S ORAL  TYCO

Completed suicide QUETIAPINE S ORAL  
METOPROLOL TARTRATE S ORAL  
METAXALONE S ORAL  
ALPRAZOLAM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
EZETIMIBE\SIMVASTATIN S ORAL  
CHLORPHENIRAMINE MALEATE S ORAL  
FEXOFENADINE S ORAL  
UNSPECIFIED INGREDIENT S ORAL  

6692317FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Mar-2008 6692317 NON-EXPEDITED N HO A03200800106 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depressed level of consciousness AMBIEN CR S ORAL ORAL  
Sleep talking EFFEXOR S ORAL ORAL  
Somnambulism XANAX S  
Amnesia ALCOHOL S ORAL ORAL  
Accidental overdose  
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3912674FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2008 3912674 EXPEDITED (15-DAY) Y OT HQWYE353012FEB03 38 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Raynaud's phenomenon VENLAFAXINE HYDROCHLORIDE S ORAL 75 mg 36 DAY WYETH
Arthralgia VENLAFAXINE HYDROCHLORIDE S  WYETH
Pollakiuria ZOPICLONE S ORAL 7.5 mg at night 36 DAY UNKNOWN
Dysgeusia PAROXETINE HYDROCHLORIDE C ORAL 20-30 mg  UNKNOWN

TEMAZEPAM C ORAL unknown  UNKNOWN
AMITRIPTYLINE C ORAL 25 mg  DAY UNKNOWN
AMITRIPTYLINE C  UNKNOWN

6597492FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2008 6597492 EXPEDITED (15-DAY) Y OT DE-WYE-G01271908 < 1 DAY Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal distress syndrome VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy  
6598035FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Mar-2008 6598035 EXPEDITED (15-DAY) Y OT DEWYE019813JUL07 22 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature labour VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Haemoglobin decreased  
Maternal exposure during pregnancy  
Pregnancy  
Premature rupture of membranes  
Prolonged labour  
Uterine hypotonus  
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6460863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2008 6460863 EXPEDITED (15-DAY) N DE,HO,OT NL-WYE-G00558407 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Colon cancer EFFEXOR XR S  WYETH
Gastric cancer  
Weight decreased  
6532709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2008 6532709 EXPEDITED (15-DAY) Y DE PHRM2008FR00671 49 YR Male FRA
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6532709
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary haemorrhage GLIVEC S ORAL 800 mg daily  NOVARTIS
Computerised tomogram abnormal IDARUBICIN HYDROCHLORIDE S INTRAVENOUS 20 mg daily 11520 MIN
Severe acute respiratory syndrome IDARUBICIN HYDROCHLORIDE S 20 mg daily 1440 MIN
General physical health deterioration VINCRISTINE SULFATE S INTRAVENOUS 2 mg daily 1440 MIN
Wheezing VINCRISTINE SULFATE S INTRAVENOUS 2 mg daily 1440 MIN
Bacterial infection VINCRISTINE SULFATE S INTRAVENOUS 2 mg daily 1440 MIN
Pyrexia ENDOXAN S INTRAVENOUS 1440 MIN
Fungal test positive ENDOXAN S 1440 MIN
Aspergillus infection ENDOXAN S 1440 MIN
Oxygen saturation decreased MESNA S  
Ventricular fibrillation SOLU-MEDROL S 100 mg daily 24480 MIN

METHOTREXATE S INTRATHECAL 15 mg/second 18720 MIN
CYTARABINE S INTRATHECAL 40 mg according to the

course
1440 MIN

CYTARABINE S INTRATHECAL 1440 MIN
CYTARABINE S INTRATHECAL 1440 MIN
HEPARIN S INTRAVENOUS 34560 MIN
EFFEXOR S ORAL 37.5 mg per day 17280 MIN
OMEPRAZOLE C  
FUROSEMIDE C  
XANAX C  
BACTRIM C  
ZELITREX                                /
DEN/

C  

ROCEPHIN C 2 g daily  
GENTAMICIN C 80 mg daily  
VANCOMYCIN C INTRAVENOUS  
THERALENE C  
VITAMIN B 1-6-12 C  
ALLOPURINOL C 18720 MIN
ANAFRANIL C 11520 MIN
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6535178FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2008 6535178 EXPEDITED (15-DAY) Y HO FR-WYE-G00929208 70 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombocytopenia EFFEXOR S ORAL 2 YR WYETH
Anti-platelet antibody positive ALIMTA S INTRAVENOUS 1 Cycle every 3 Wk;

CUMULATIVE DOSE
TO EVENT: 4 Cycle

64 DAY ELI LILLY AND CO

Haemoglobin decreased PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

C unknown 1 DAY

Eosinophil count decreased FOLIC ACID C ORAL unknown  UNKNOWN
Lymphocyte count decreased CYANOCOBALAMIN C SUBCUTANEOUS  UNKNOWN
Fibrin D dimer increased CISPLATIN C 1 Cycle every 3 Wk 64 DAY UNKNOWN
Blood fibrinogen increased  
Haptoglobin increased  
6539906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2008 6539906 EXPEDITED (15-DAY) Y HO FR-WYE-G00916008 81 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL unknown  WYETH
Confusional state TRILEPTAL S ORAL unknown  NOVARTIS
General physical health deterioration DIGOXIN C  PROCTER AND GAMBLE
Iron deficiency anaemia ANASTROZOLE C  UNKNOWN
Hepatitis LYRICA C  PFIZER
Cholestasis PREVISCAN C unknown  
C-reactive protein increased TRINIPATCH C 10 mg total daily  
Hypocalcaemia LEVOTHYROX C 125 ?g total daily  
Hyperparathyroidism DIFFU K C 3 Doses total daily  

FUROSEMIDE C 20 mg total daily  
NICARDIPINE HYDROCHLORIDE C  SANDOZ
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6601494FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2008 6601494 EXPEDITED (15-DAY) N DS AU-WYE-G01289208 59 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Tremor EFFEXOR XR S ORAL  WYETH
Anxiety  
Conversion disorder  
Fear  
Feeling abnormal  
Mental disorder  
Mental impairment  
6602352FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2008 6602352 EXPEDITED (15-DAY) N HO US-WYE-H03253908 15 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Intentional self-injury EFFEXOR XR S ORAL  WYETH
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6610122FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

31-Mar-2008 6610122 DIRECT N OT 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Post-traumatic stress disorder SINGULAIR S ORAL 10MG 1/DAY PO  MERCK
Insomnia EFFEXOR XR S ORAL 100MG 2/DAY PO  WYETH
Aggression  
Alopecia  
Anger  
Anxiety  
Depressed mood  
Dissociation  
Dizziness  
Drug withdrawal syndrome  
Mood swings  
Nightmare  
Panic attack  
Poisoning  

6578771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2008 6578771 EXPEDITED (15-DAY) Y OT US-WYE-H02864908 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR S unknown  WYETH
Sudden onset of sleep MORPHINE S unknown  UNKNOWN
Abnormal behaviour REBIF S SUBCUTANEOUS  
Hallucination IBUPROFEN C unknown  UNKNOWN
Anxiety  
Nervous system disorder  
Pica  
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6603504FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2008 6603504 EXPEDITED (15-DAY) Y OT AU-WYE-G01311408 Unknown AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL unknown  WYETH
Psychotic disorder ARIPIPRAZOLE S  BRISTOL MYERS SQUIBB
Drug withdrawal syndrome QUETIAPINE S  UNKNOWN

6531699FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6531699 EXPEDITED (15-DAY) HO,OT PHRM2008FR00584 82 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia TRILEPTAL S ORAL  NOVARTIS
Confusional state EFFEXOR S ORAL  
Iron deficiency anaemia DIGOXIN C  
Haemoglobin decreased ARIMIDEX C 1 mg/day  
Hepatitis LYRICA C 75 mg, BID  
Cholestasis NICARDIPINE HYDROCHLORIDE C 50 mg, BID  
Inflammation TRINIPATCH C 10 ug/day  
C-reactive protein increased LEVOTHYROX C 125 ug/day  
Hypocalcaemia DIFFU K C  
Breast cancer FUROSEMIDE C 20 mg/day  
Basal cell carcinoma PREVISCAN C  
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6551154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6551154 EXPEDITED (15-DAY) Y HO,OT US-PFIZER
INC-2008011842

Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in social behaviour CHANTIX S  
Intentional product misuse NEURONTIN S  

PROVIGIL S  
AMBIEN S  
DITROPAN S  
EFFEXOR S  
ALCOHOL C  

6604624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6604624 EXPEDITED (15-DAY) Y OT US-WYE-H03281908 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intraocular pressure test abnormal EFFEXOR XR S unknown  WYETH
6610763FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6610763 DIRECT Y DE 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gun shot wound EFFEXOR XR S ORAL ORAL 2 MTH
Anxiety  
Completed suicide  
Intentional self-injury  
Irritability  
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6899132FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Apr-2008 6899132 EXPEDITED (15-DAY) Y HO DSA_31522_2008 23 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL (ORAL)  
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL (30 DF 1X ORAL)  
Bradycardia ZOLPIDEM TARTRATE S ORAL (5 DF 1X ORAL)  

SEROQUEL S ORAL (ORAL)  
CHLORPROTHIXENE
HYDROCHLORIDE

S ORAL (ORAL)  

6602119FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6602119 EXPEDITED (15-DAY) Y DE,HO,LT FR-
ASTRAZENECA-2008CG
00483

87 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle haemorrhage OMEPRAZOLE S ORAL  
Anaemia PLAVIX S ORAL 12 DAY

ASPIRIN LYSINE S ORAL 4 DAY
PREVISCAN S ORAL 4 DAY
ARIXTRA S SUBCUTANEOUS 3 DAY
EFFEXOR S ORAL  
AMLODIPINE S ORAL  
KERLONE S ORAL  
SPIRONOLACTONE S ORAL  
NITROGLYCERIN S TRANSDERMAL  
TAHOR S ORAL  
FUROSEMIDE C  
LOVENOX C 6 DAY
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6605437FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Apr-2008 6605437 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20080400087

74 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose RISPERDAL S ORAL  
Fatigue RISPERDAL S ORAL  
Withdrawal syndrome RISPERDAL S ORAL  
Convulsion RISPERDAL S ORAL  

RISPERDAL S ORAL  
RIVOTRIL S ORAL  
VALIUM S ORAL  
VALIUM S ORAL  
EFFEXOR S ORAL  
EFFEXOR S ORAL  
SURMONTIL S ORAL  
CYAMEMAZINE S ORAL  
TAREG C  
GLICLAZIDE C  

6606598FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6606598 EXPEDITED (15-DAY) Y HO US-WYE-H03253808 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental disorder EFFEXOR XR S unknown  WYETH

ALCOHOL S unknown  UNKNOWN
AMBIEN S unknown  
PROVIGIL S unknown  CEPHALON
DITROPAN S unknown  
CHANTIX S starter pack  PFIZER
NEURONTIN S unknown  
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6613531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Apr-2008 6613531 DIRECT N OT 32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR S ORAL 1PILL 2X A DAY PO 2 YR
Blood sodium decreased TEGRETOL S ORAL 1PILL 3X A DAY  PO 2 YR

LORATADINE C  
NEXIUM C  
ASTELIN C  
NASONEX C  
SINGULAIR C  
GUAIFENEX DM C  
AVAPRO C  
ORTHO TRI CYCLEN C  
ALBUTEROL C  

6607433FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607433 EXPEDITED (15-DAY) Y OT GB-WYE-G01338708 29 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S  WYETH
Heart rate increased OLANZAPINE C 15mg, frequency

unknown
 UNKNOWN

CLOZARIL S ORAL  SANDOZ
CLOZARIL S ORAL  SANDOZ
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6607497FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607497 EXPEDITED (15-DAY) Y LT GB-WYE-G01338208 85 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory arrest EFFEXOR S ORAL 37.5mg, frequency

unknown
1 DAY WYETH

Pulse absent MIRTAZAPINE C ORAL 45mg, frequency
unknown

 UNKNOWN

Syncope RAMIPRIL C 5mg, frequency
unknown

 UNKNOWN

BETAHISTINE C ORAL  UNKNOWN
6607580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6607580 EXPEDITED (15-DAY) Y CA GB-WYE-G01338108 35 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital diaphragmatic hernia EFFEXOR S TRANSPLACENTAL unknown  WYETH
Maternal exposure during pregnancy OLANZAPINE S TRANSPLACENTAL unknown  UNKNOWN
6615633FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Apr-2008 6615633 DIRECT Y OT 67 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome ZYVOX S INTRAVENOUS 600 MILLIGRAMS

EVERY 12 HOURS IV
 PFIZER

Device related infection EFFEXOR S ORAL 75 MILLIGRAMS DAILY
PO

 WYETH

Enterococcal infection OXYCODONE HYDROCHLORIDE C  
Apathy DOCUSATE SODIUM C  
Amnesia HEPARIN C  

PANTOPRAZOLE SODIUM C  
ENALAPRIL C  
AMLODIPINE C  
FOLIC ACID C  
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6526804FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6526804 EXPEDITED (15-DAY) Y HO FR-WYE-G00871408 86 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardio-respiratory arrest EFFEXOR S ORAL  WYETH
Torsade de pointes PLAVIX C  SANOFI

CRESTOR C 10 mg total daily  ASTRAZENECA
PARACETAMOL C unknown  UNKNOWN
STILNOX C unknown  
ACARBOSE C unknown  BAYER
REPAGLINIDE C unknown  NOVO NORDISK
LANTUS C unknown  AVENTIS
ISRADIPINE C  SANDOZ
OLMESARTAN MEDOXOMIL C  UNKNOWN

6570771FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6570771 EXPEDITED (15-DAY) Y HO,OT US-WYE-H02722808 22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst EFFEXOR XR S ORAL 14 DAY WYETH
Maternal exposure during pregnancy EFFEXOR XR S ORAL 15 DAY WYETH
Abortion spontaneous ALBUTEROL C INHALATION unknown  UNKNOWN

Page: 2,961 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6607980FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6607980 EXPEDITED (15-DAY) Y DE,OT GB-WYE-G01316608 49 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug level increased VENLAFAXINE HYDROCHLORIDE S 150mg and 75mg per

day
 WYETH

Pulmonary oedema CLOZAPINE C unknown  UNKNOWN
Pulmonary congestion DOCUSATE SODIUM C unknown  UNKNOWN
Toxicity to various agents FERROUS SULFATE C unknown  UNKNOWN

UNSPECIFIED INGREDIENT C unknown  
GAVISCON C unknown  BOEHRINGER INGELHEIM
HYOSCINE HYDROBROMIDE C unknown  UNKNOWN
LANSOPRAZOLE C unknown  UNKNOWN
MOVICOL C unknown  
VITAMINS NOS C unknown  UNKNOWN
AMISULPRIDE C unknown  UNKNOWN
FYBOGEL C unknown  

6607985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6607985 EXPEDITED (15-DAY) N LT DE-WYE-G01259008 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nonspecific reaction VENLAFAXINE HYDROCHLORIDE S ORAL 375mg per day  WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL 500mg per day  WYETH
VENLAFAXINE HYDROCHLORIDE S ORAL 375mg per day  WYETH
LITHIUM S ORAL unknown  UNKNOWN
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6608755FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6608755 EXPEDITED (15-DAY) Y DS US-WYE-H03338108 55 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Impaired work ability EFFEXOR XR S ORAL 116 DAY WYETH
Somnolence EFFEXOR XR S ORAL 7 DAY WYETH
Abnormal dreams EFFEXOR XR S ORAL 7 DAY WYETH
Oedema peripheral EFFEXOR XR S ORAL 7 DAY WYETH
Vertigo VYTORIN C unknown  MERCK
Drug withdrawal syndrome ACETYLSALICYLIC ACID C  UNKNOWN

FISH OIL C unknown  
METOPROLOL TARTRATE C unknown  UNKNOWN

6609096FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6609096 EXPEDITED (15-DAY) Y OT GB-WYE-G01336308 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Violence-related symptom EFFEXOR XR S ORAL 150mg daily  WYETH
Pruritus TRAZODONE HYDROCHLORIDE C 50mg, frequency

unknown
 

Aggression  
Asthenia  
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6609249FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6609249 EXPEDITED (15-DAY) Y HO FR-WYE-G01328908 74 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR S ORAL  WYETH
Drug ineffective EFFEXOR S ORAL 150 mg total daily  WYETH
Fatigue RIVOTRIL S ORAL 10 drops total daily  ROCHE
Impaired self-care SURMONTIL S ORAL  
Convulsion CYAMEMAZINE S ORAL 10 to 20 drops 1 time

daily
 

Disorientation RISPERDAL S ORAL  JANSSEN
Incorrect dose administered RISPERDAL S ORAL 4 mg total daily 14 DAY JANSSEN

RISPERDAL S ORAL 6 mg total daily 30 DAY JANSSEN
RISPERDAL S ORAL 4 mg total daily 10 DAY JANSSEN
RISPERDAL S ORAL 10 DAY JANSSEN
VALIUM S ORAL 7.5 mg total daily  ROCHE
VALIUM S ORAL 5 mg total daily  ROCHE
GLICLAZIDE C ORAL 30 mg strength;

frequency unspecified
 

TAREG C ORAL 80 mg strength;
frequency unspecified

 NOVARTIS
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6609306FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6609306 EXPEDITED (15-DAY) Y OT FR-WYE-G01335608 58 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cholestasis EFFEXOR S ORAL unknown  WYETH
Vomiting RIFADIN S ORAL 37 DAY
Transaminases increased RIFADIN S ORAL  
Hepatitis PYRAZINAMIDE S ORAL  

PYRAZINAMIDE S ORAL  
MYAMBUTOL S ORAL 9 DAY
MYAMBUTOL S ORAL 9 DAY
MYAMBUTOL S ORAL 28 DAY
MYAMBUTOL S ORAL  
ENOXAPARIN SODIUM S unknown  UNKNOWN
INSULIN NOS S SUBCUTANEOUS unknown  UNKNOWN
RIMIFON S ORAL 36 DAY ROCHE
RIMIFON S ORAL  ROCHE
AMLODIPINE S ORAL unknown  PFIZER
CILASTATIN SODIUM\IMIPENEM C unknown  MERCK SHARP AND

DOHME
CORTANCYL C unknown  
SOLU-MEDROL C unknown  
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6620337FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Apr-2008 6620337 EXPEDITED (15-DAY) Y OT 100#08#2008-01829 85 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychomotor hyperactivity PROPAFENONE

HYDROCHLORIDE
S 150 MG EVERY 12

HOURS
3 YR

Drug interaction VENLAFAXINE S 75 MG (DAILY), 150 MG
(DOSE INCREASED)
(DAILY)

10 DAY

Cerebral atrophy RAMIPRIL C  
Hallucination, visual TICLOPIDINE HYDROCHLORIDE C  
Drug effect decreased TORSEMIDE C  

THEOPHYLLINE C  
ACETAMINOPHEN C  
TRIAZOLAM C  

6620720FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2008 6620720 EXPEDITED (15-DAY) Y OT B0515215A 85 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, visual PROPAFENONE S 150 MG / TWICE PER

DAY /
 

Psychomotor hyperactivity VENLAFAXINE HYDROCHLORIDE S  
Drug effect decreased RAMIPRIL C  
Drug level increased TICLOPIDINE C  

TORSEMIDE C  
THEOPHYLLINE C  
PARACETAMOL C  
TRIAZOLAM C  
SERTRALINE C  
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7223384FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Apr-2008 7223384 DIRECT N DE 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S ORAL 187.5 DAILY PO 3 MTH WYETH
Gun shot wound  
Head injury  

6420627FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6420627 EXPEDITED (15-DAY) Y HO FRWYE311514SEP07 61 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bone marrow failure EFFEXOR S ORAL unknown 23 DAY WYETH
Erythroblastosis BROMAZEPAM S ORAL 72 DAY UNKNOWN
Anaemia megaloblastic PARACETAMOL S ORAL 3 g total daily  UNKNOWN
Haptoglobin decreased LEVOTHYROX C ORAL  
Antinuclear antibody positive PIASCLEDINE C ORAL 2 tablets total daily 3 WEEK
6557004FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6557004 EXPEDITED (15-DAY) Y OT US-WYE-H02536408 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Speech disorder developmental EFFEXOR XR S TRANSPLACENTAL unknown  WYETH
Developmental delay EFFEXOR XR S TRANSPLACENTAL tapered down to 50 mg/

day by delivery
 WYETH

Maternal exposure during pregnancy  
6610887FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6610887 EXPEDITED (15-DAY) Y CA FR-SP-E2008-03152 < 1 DAY Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aorta hypoplasia TUBERCULIN, TINE TEST S TRANSPLACENTAL  
Persistent left superior vena cava NOMEGESTROL S  
Cardiac disorder EFFEXOR S  
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6611103FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6611103 EXPEDITED (15-DAY) Y OT D0056067A 39 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt BUPROPION HYDROCHLORIDE S ORAL  GLAXOSMITHKLINE
Intentional overdose EDRONAX S ORAL  
No adverse event LEVOTHYROXINE S ORAL  GLAXOSMITHKLINE

LAMOTRIGINE S ORAL  GLAXOSMITHKLINE
TETRABENAZINE S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  

6611483FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6611483 EXPEDITED (15-DAY) Y DE FR-WYE-G01351708 49 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Bronchopulmonary aspergillosis EFFEXOR S ORAL 18 DAY WYETH
Pulmonary alveolar haemorrhage HEPARIN SODIUM S INTRAVENOUS unknown 24 DAY UNKNOWN
Haemodynamic instability GLIVEC S ORAL  NOVARTIS
Ventricular fibrillation SOLU-MEDROL C 100 mg total daily 17 DAY
Acute respiratory distress syndrome IDARUBICIN HYDROCHLORIDE C 3 DAY UNKNOWN

IDARUBICIN HYDROCHLORIDE C 1 DAY UNKNOWN
CYCLOPHOSPHAMIDE C 1 DAY UNKNOWN
CYCLOPHOSPHAMIDE C 1 DAY UNKNOWN
MESNA C unknown 1 DAY UNKNOWN
MESNA C unknown 1 DAY UNKNOWN
VINCRISTINE SULFATE C 1 DAY UNKNOWN
VINCRISTINE SULFATE C 1 DAY UNKNOWN
VINCRISTINE SULFATE C 1 DAY UNKNOWN
METHOTREXATE C INTRATHECAL unknown 1 DAY UNKNOWN
METHOTREXATE C INTRATHECAL unknown 1 DAY UNKNOWN
METHOTREXATE C INTRATHECAL unknown 1 DAY UNKNOWN
CYTARABINE C INTRATHECAL unknown 1 DAY UNKNOWN
CYTARABINE C INTRATHECAL unknown 1 DAY UNKNOWN
CYTARABINE C INTRATHECAL unknown 1 DAY UNKNOWN
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6611483
Preferred Term Product Role Route Dosage Text Duration Manufacturer

OMEPRAZOLE C unknown  ASTRAZENECA
FUROSEMIDE C unknown  
XANAX C unknown  
BACTRIM C unknown  ROCHE
VALACYCLOVIR C unknown  GLAXO WELLCOME
ROCEPHIN C unknown  ROCHE
CYANOCOBALAMIN\PYRIDOXINE
HYDROCHLORIDE\THIAMINE
HYDROCHLORIDE

C unknown  UNKNOWN

ALLOPURINOL C unknown 13 DAY
ANAFRANIL C unknown 8 DAY NOVARTIS
GENTAMICIN SULFATE C 80 mg daily  
VANCOMYCIN C INTRAVENOUS unknown  UNKNOWN
THERALENE C unknown  

6611522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6611522 EXPEDITED (15-DAY) Y OT DE-WYE-G01366908 53 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 30 capsules (overdose

amount 2250 mg)
1 DAY WYETH

Erythema  
Herpes simplex  
Pyrexia  
Suicide attempt  
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6611528FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6611528 EXPEDITED (15-DAY) Y DS US-WYE-H03343308 35 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fatigue EFFEXOR XR S ORAL unknown 7 DAY WYETH
Anxiety EFFEXOR XR S ORAL 75 mg, frequency not

specified
7 DAY WYETH

Muscle tightness EFFEXOR XR S ORAL 37.5 mg, frequency not
specified

 WYETH

Anger  
Blood pressure increased  
Drug withdrawal syndrome  
Dysphagia  
Eating disorder  
6611530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6611530 EXPEDITED (15-DAY) Y HO,DS,LT,OT GB-WYE-G01338508 68 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia EFFEXOR S ORAL 125mg, frequency

unknown
 WYETH

Drug interaction ANASTROZOLE C  UNKNOWN
Polydipsia LITHIUM S 400mg, frequncy

unknown
 UNKNOWN

6611531FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6611531 EXPEDITED (15-DAY) Y OT GB-WYE-G01344708 Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute coronary syndrome EFFEXOR S ORAL  WYETH
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6617662FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2008 6617662 DIRECT N LT,OT 30 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome EFFEXOR XR S ORAL 75MG  3X DAY PO  WYETH
Activities of daily living impaired  
Dizziness  
Dysarthria  
Emotional disorder  
Impaired driving ability  
Impaired work ability  
Mood swings  
Nausea  
Suicidal ideation  

6508372FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6508372 EXPEDITED (15-DAY) Y HO,DS,LT PHRM2007FR02744 55 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hemiplegia STALEVO S ORAL UNK, UNK  ORION
Aphasia STALEVO S ORAL 200 to 400 DF, Once/

Single
1440 MIN ORION

Coma EFFEXOR S ORAL some boxes, once/single 1440 MIN
Arterial injury EFFEXOR S  
Agitation  
Chromaturia  
Dyskinesia  
Intentional overdose  
Renal failure  
Skin discolouration  
Somnolence  
Suicide attempt  
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6564606FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6564606 EXPEDITED (15-DAY) Y HO FR-
JNJFOC-20080205296

96 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia REMINYL S  
Confusional state EFFEXOR S ORAL  

EFFEXOR S ORAL  
ATACAND S ORAL  
CELECTOL C ORAL  
ASPIRIN LYSINE C ORAL  
FERROUS SULFATE C  

6579206FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6579206 EXPEDITED (15-DAY) Y HO,OT US-WYE-H02874308 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL overdose amount

unspecified
1 DAY WYETH

Suicide attempt FLEXERIL S overdose amount
unspecified

1 DAY MERCK SHARP AND
DOHME

Unresponsive to stimuli MORPHINE S overdose amount
unspecified

1 DAY UNKNOWN

Confusional state HYCOMINE S overdose amount
unspecified

1 DAY

Abnormal behaviour PAXIL S overdose amount
unspecified

1 DAY

Delirium ALCOHOL S amount unknown  UNKNOWN
Respiratory failure LORAZEPAM S overdose amount

unspecified
1 DAY WYETH

Depression PERCOCET C 7.5/325 mg every 6
hours

 

Suicidal ideation ADDERALL C  
Hallucination, auditory XANAX C 0.25 mg every 8 hours

PRN
 

Paranoia  

Page: 2,972 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6597131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6597131 EXPEDITED (15-DAY) N OT US-WYE-H03173508 20 YR Male PRI

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR S unknown  WYETH
Sudden cardiac death EFFEXOR S  WYETH
6611916FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6611916 EXPEDITED (15-DAY) Y DE,HO,LT FR-SANOFI-
SYNTHELABO-
A02200801069

87 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Traumatic haematoma PLAVIX S ORAL 12 DAY
Anaemia ASPIRIN LYSINE S ORAL 4 DAY

OMEPRAZOLE S ORAL  
TAHOR S ORAL  
SPIRONOLACTONE S ORAL  
AMLODIPINE S ORAL  
EFFEXOR S ORAL UNK  
ARIXTRA S SUBCUTANEOUS 3 DAY
PREVISCAN S ORAL 4 DAY
NITROGLYCERIN S TRANSDERMAL  
KERLONE S ORAL  
FUROSEMIDE C UNKNOWN UNK  
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6612461FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6612461 EXPEDITED (15-DAY) Y OT US-WYE-H03442608 37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal death VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S ORAL 5 DAY WYETH
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 5 DAY WYETH
Hyperhidrosis DIAZEPAM C 5 mg, as needed  UNKNOWN
Dehydration  
Dizziness  
Insomnia  
Nausea  
Palpitations  
6612935FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6612935 EXPEDITED (15-DAY) N OT GB-WYE-G01345508 20 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S ORAL 75mg daily  WYETH
Hostility  
6612976FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6612976 EXPEDITED (15-DAY) Y DS FR-WYE-G01366308 39 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Enuresis EFFEXOR S ORAL 150 mg total daily  WYETH
Fatigue ACEPROMETAZINE

\CLORAZEPATE DIPOTASSIUM
S ORAL 20 mg total daily  

NEURONTIN S ORAL 1200 mg total daily  
RIVOTRIL S ORAL 6 mg total daily  ROCHE
LEPONEX S ORAL 600 mg total daily  
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6620080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Apr-2008 6620080 DIRECT N HO,OT 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation SINGULAIR S  
Amnesia EFFEXOR S  

6613959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6613959 EXPEDITED (15-DAY) N OT US-WYE-H03403408 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Electrocardiogram QT prolonged EFFEXOR XR S UNKNOWN  WYETH
Hypokalaemia  
Hypomagnesaemia  
6622570FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Apr-2008 6622570 DIRECT N HO,LT 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Night sweats EFFEXOR S ORAL 150 DAILY PO;  75

DAILY PO
9 MTH WYETH

Abnormal behaviour  
Agitation  
Anhedonia  
Anxiety  
Nervous system disorder  
Sexual dysfunction  
Suicidal ideation  
Thinking abnormal  
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6615003FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2008 6615003 EXPEDITED (15-DAY) Y HO DE-WYE-G01295408 50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Hyperhidrosis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Nausea VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Diarrhoea VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Cardiovascular disorder VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Headache  
6615209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2008 6615209 EXPEDITED (15-DAY) N OT US-WYE-H03432708 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Dizziness EFFEXOR XR S ORAL 29 DAY WYETH
Amnesia  
Depression  
Dyskinesia  
Nausea  
Paraesthesia  
Suicidal ideation  
Tinnitus  
Tremor  
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6615309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2008 6615309 EXPEDITED (15-DAY) OT US-PFIZER
INC-2008029919

66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Swelling face LYRICA S  
Balance disorder EFFEXOR XR S  
Fall TRAMADOL HYDROCHLORIDE C  
Contusion AVANDIA C  

UNSPECIFIED INGREDIENT C  
LORAZEPAM C  
ATENOLOL C  
ZANTAC C  
BACTRIM C  
PILOCARPINE HYDROCHLORIDE C  
CRESTOR C  

6605326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6605326 EXPEDITED (15-DAY) N DE,HO DE-WYE-G01310008 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Hostility VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Asphyxia  
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6616040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6616040 EXPEDITED (15-DAY) Y OT IE-WYE-G01376308 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia oral EFFEXOR XR S 75mg, frequency

unknown
 WYETH

Chest discomfort  
Hypersensitivity  
Swollen tongue  
Trismus  
6616094FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6616094 EXPEDITED (15-DAY) N OT US-WYE-H03463408 60 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL unknown  WYETH
Malaise EFFEXOR XR S ORAL  WYETH
Sensory disturbance EFFEXOR XR S ORAL over the past year trying

to get off, unknown
doses

 WYETH

Feeling hot EFFEXOR XR S ORAL  WYETH
Feeling cold EFFEXOR XR S ORAL  WYETH
Fatigue EFFEXOR XR S ORAL  WYETH
Activities of daily living impaired EFFEXOR XR S ORAL  WYETH
Unevaluable event AMLODIPINE C 2 mg, frequency

unknown
 UNKNOWN

WELCHOL C unknown  SANKYO
ZETIA C 10 mg, frequency

unknown
 MERCK
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6627043FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2008 6627043 EXPEDITED (15-DAY) HO 2008-174940-NL 76 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Somnolence MIRTAZAPINE S ORAL 15 MG/37.5 MG/45 MG

ORAL
 

Hyponatraemia VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG TID ORAL 6 MTH
Hyperhidrosis  

6392217FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6392217 EXPEDITED (15-DAY) N DS AUWYE183817AUG07 25 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Maternal exposure during pregnancy EFFEXOR S ORAL 6 WEEK WYETH
Condition aggravated EFFEXOR S ORAL  WYETH
Depression EFFEXOR S ORAL  WYETH
Activities of daily living impaired EFFEXOR S ORAL 1 WEEK WYETH
Mental disorder EFFEXOR S ORAL  WYETH
Tearfulness EFFEXOR S ORAL  WYETH
Drug effect decreased  
6577599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6577599 EXPEDITED (15-DAY) Y OT 231498J08USA 40 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular extrasystoles REBIF S SUBCUTANEOUS 44 MCG, 3 IN 1

WEEKS,
SUBCUTANEOUS

 

Palpitations EFFEXOR S ORAL 150 MG, 1 IN 1 DAYS,
ORAL; 75 MG, 1 IN 1
DAYS,  ORAL

 

TOPROL XL C  
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Detailed Report
6617366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Apr-2008 6617366 EXPEDITED (15-DAY) Y HO,CA,OT FR-WYE-G01374208 Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aorta hypoplasia EFFEXOR S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy TUBERCULIN PURIFIED PROTEIN

DERIVATIVE
S TRANSPLACENTAL unknown 1 DAY UNKNOWN

Persistent left superior vena cava NOMEGESTROL ACETATE S TRANSPLACENTAL unknown  
Maternal exposure during pregnancy  
Premature baby  

6525847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6525847 EXPEDITED (15-DAY) Y HO,DS,LT ENTC2007-0364 55 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt STALEVO S ORAL ORAL; 200-400 DF

ONCE/SINGLE ORAL
 

Coma EFFEXOR S ORAL SOME BOXES, ONCE/
SINGLE

 

Agitation  
Aphasia  
Carotid artery dissection  
Chromaturia  
Dyskinesia  
Hemiplegia  
Intentional overdose  
Medication error  
Renal failure  
Somnolence  
Yellow skin  
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Detailed Report
6596646FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6596646 EXPEDITED (15-DAY) Y HO DSA_31598_2008 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state ATIVAN S  
Abnormal behaviour EFFEXOR XR S ORAL ORAL  
Alcohol use FLEXERIL S  
Delirium HYDROCODONE BITARTRATE S  
Drug screen positive PAXIL S  
Depression ALCOHOL S  
Hallucination, auditory MORPHINE S  
Feeling abnormal EFFEXOR XR S ORAL UP TO 75 MG DAILY

ORAL
 

Suicide attempt OXYCODONE HYDROCHLORIDE C  
Overdose XANAX C  
Unresponsive to stimuli ADDERALL C  
Respiratory failure  
6617760FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6617760 EXPEDITED (15-DAY) N OT US-WYE-H03476808 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Mood swings EFFEXOR XR S ORAL  WYETH
Suicidal ideation  
6617853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6617853 EXPEDITED (15-DAY) Y HO US-WYE-H03512808 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vomiting VENLAFAXINE HYDROCHLORIDE S dose and frequency

unspecified
 WYETH

Hepatic enzyme increased  
Metabolic acidosis  
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Detailed Report
6618000FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6618000 EXPEDITED (15-DAY) Y HO FR-BRISTOL-MYERS
SQUIBB
COMPANY-14155139

65 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia GLUCOPHAGE S ORAL 34 DAY BRISTOL MYERS SQUIBB
Hyperkalaemia EFFEXOR S ORAL 50mg/day from

21-24Jan2008;Effexor
SR 75mg from 24Jan to
08-Feb-2008.

15 DAY

GLIMEPIRIDE S ORAL  
OFLOXACIN C  
INSULIN NOS C  

6618116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Apr-2008 6618116 EXPEDITED (15-DAY) N HO,OT AU-WYE-G01361908 < 1 DAY Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Body temperature decreased VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Premature baby VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

6605327FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6605327 EXPEDITED (15-DAY) Y HO DE-WYE-G01324008 46 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 20 capsules (overdose

amount 1500mg)
1 DAY WYETH

Suicide attempt  
Tachycardia  
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Detailed Report
6619162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619162 EXPEDITED (15-DAY) Y HO PHNU2008DE01529 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ESIDRIX S UNKNOWN 25 mg/day  NOVARTIS
Ataxia LITHIUM CARBONATE S UNKNOWN 225 mg/day  
Gait disturbance ENALAPRIL MALEATE S UNKNOWN 10 mg/day  
Constipation CITALOPRAM S UNKNOWN 30 mg/day  

VENLAFAXINE HYDROCHLORIDE S UNKNOWN 225 mg/day  
VENLAFAXINE HYDROCHLORIDE S UNKNOWN 75 mg/day 8640 MIN
RYTHMOL C UNKNOWN 300 mg/day  
AMLODIPINE C UNKNOWN 5 mg/day  
ATORVASTATIN C UNKNOWN 10 mg/day  
RESTEX C ORAL 1 DF/day  
POTASSIUM C ORAL 2 DF/day  
ACIMETHIN C UNKNOWN 1500 mg/day  
ASCORBIC ACID C ORAL 3 DF/day  
PANTOZOL C UNKNOWN 40 mg/day  
MOVICOL C ORAL 1 DF/day  
MARCUMAR C UNKNOWN  

6619496FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6619496 EXPEDITED (15-DAY) Y LT,OT AU-
JNJFOC-20080404179

Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension SPORANOX S ORAL  
Bradycardia BUSCOPAN C UNKNOWN  
Drug interaction CODEINE SULFATE C UNKNOWN  

LOMOTIL C UNKNOWN  
PREMARIN C UNKNOWN  
EFFEXOR S ORAL  

Page: 2,983 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data
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Detailed Report
6627037FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Apr-2008 6627037 DIRECT Y 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 37.5 MG ONCE DAILY

PO
2 YR WYETH

Vertigo EFFEXOR XR S ORAL 75 MG ONCE DAILY PO 2 YR WYETH
Abdominal discomfort  
Arthralgia  
Confusional state  
Dizziness  
Frequent bowel movements  
Hot flush  
Hyperhidrosis  
Irritability  
Mood swings  
Myalgia  
Suicidal ideation  

6535436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6535436 EXPEDITED (15-DAY) Y LT GB-WYE-G00906208 67 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypersensitivity VENLAFAXINE HYDROCHLORIDE S  WYETH
Dyspnoea LANTUS S SUBCUTANEOUS 30iu, frequency

unknown
64 DAY AVENTIS

Swelling TEMAZEPAM C 40mg daily  UNKNOWN
Injection site urticaria GLICLAZIDE C 160mg daily  UNKNOWN
Rash generalised LISINOPRIL C  UNKNOWN
Pruritus FUROSEMIDE C ORAL  UNKNOWN
Oedema peripheral  
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Detailed Report
6549455FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6549455 EXPEDITED (15-DAY) N DS,OT AU-WYE-G00975908 42 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents EFFEXOR XR S ORAL only one 37.5 mg

capsule
1 DAY WYETH

Confusional state  
Diarrhoea  
Headache  
Hyperhidrosis  
Insomnia  
Muscle spasms  
Muscle twitching  
Nausea  
Skin odour abnormal  
Tremor  
Trismus  
Vision blurred  
Weight decreased  
6620130FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6620130 EXPEDITED (15-DAY) Y DS CH-WYE-G01073408 35 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Restless legs syndrome EFFEXOR S ORAL  WYETH
Sleep disorder EFFEXOR S  WYETH
Terminal insomnia PRAMIPEXOLE

DIHYDROCHLORIDE
S unspecified  BOEHRINGER INGELHEIM

Middle insomnia LAMICTAL C ORAL  GLAXOSMITHKLINE
Antidepressant drug level increased STILNOX C 10 mg  
Drug ineffective SEROQUEL C  ASTRAZENECA
Agitation  
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Detailed Report
6620608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Apr-2008 6620608 EXPEDITED (15-DAY) Y OT SEWYE750430MAY07 37 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tooth erosion EFFEXOR S ORAL 150 -225 mg daily  WYETH
Dental caries  

6559809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6559809 EXPEDITED (15-DAY) Y HO,LT DE-WYE-G01052908 41 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anaphylactic reaction DOXEPIN S ORAL 87 DAY UNKNOWN
Transaminases increased VENLAFAXINE HYDROCHLORIDE S ORAL 34 DAY WYETH
Drug interaction ACETYLSALICYLIC ACID S ORAL 1 DAY UNKNOWN
6614425FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6614425 EXPEDITED (15-DAY) N HO US-PFIZER
INC-2008029791

82 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dysarthria ZYVOX S  
Somnolence EFFEXOR S  
Appetite disorder UNSPECIFIED INGREDIENT C  
Abdominal pain upper INSULIN NOS C  
Back pain UNSPECIFIED INGREDIENT C  
6622107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6622107 EXPEDITED (15-DAY) Y OT GB-WYE-G01387308 32 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 37.5 mg frequency

unknown
16 DAY WYETH

Dizziness VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Gastrointestinal disorder VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Feeling abnormal  
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Detailed Report
6622420FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6622420 EXPEDITED (15-DAY) Y HO DE-PFIZER
INC-2008033222

Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state ZOLOFT S ORAL Daily Dose:200MG  
Drug interaction METFORMIN HYDROCHLORIDE C  

VENLAFAXINE HYDROCHLORIDE S Daily Dose:75MG  
6631280FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2008 6631280 DIRECT N DS,OT,RI 32 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome EFFEXOR XR S 150MG  ONCE A DAY  
Chills  
Dizziness  
Feeling abnormal  
Hallucination  
Nausea  
Paraesthesia  
Tremor  
Vertigo  
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Detailed Report
6530044FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6530044 EXPEDITED (15-DAY) N OT US-WYE-H02051908 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Night sweats EFFEXOR XR S ORAL 150 mg in AM, 75 mg in

PM daily
3 DAY WYETH

Insomnia EFFEXOR XR S ORAL 4 DAY WYETH
Dizziness EFFEXOR XR S ORAL 5 DAY WYETH
Tinnitus SEROQUEL C 300 mg frequency

unknown
 UNKNOWN

Vomiting SEROQUEL C quick taper off  UNKNOWN
Suicidal ideation TOPAMAX C  JANSSEN
6622735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6622735 EXPEDITED (15-DAY) Y HO FR-WYE-G01418808 68 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state EFFEXOR S ORAL 1 MTH WYETH
Agitation ATARAX S ORAL  PFIZER
Constipation  
Fall  
General physical health deterioration  
Pollakiuria  
Urinary retention  
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Detailed Report
6623225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6623225 EXPEDITED (15-DAY) Y DS FR-WYE-G01409108 69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinsonism EFFEXOR S ORAL 150 mg total daily  WYETH

EFFEXOR S ORAL dose progressively
reduced until withdrawal

15 DAY WYETH

THERALENE S ORAL  
ALDACTONE C ORAL  
RAMIPRIL C ORAL 10 mg (frequency

unknown)
 

OXAZEPAM C ORAL  WYETH
FORLAX C ORAL unknown  
GLUCOPHAGE C ORAL 500 mg (frequency

unknown)
 

EQUANIL C ORAL  WYETH
BISOPROLOL FUMARATE C ORAL 1.25 mg (frequency

unknown)
 MERCK

6623267FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6623267 EXPEDITED (15-DAY) Y HO,LT AU-WYE-G01209308 40 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 mg daily  WYETH
Dystonia CAMPRAL C ORAL 2 tablets morning, one

tablet midday, one tablet
at night

 

Dyspnoea  
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Detailed Report
6623268FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6623268 EXPEDITED (15-DAY) Y DS,LT GB-WYE-G01418908 44 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transient ischaemic attack EFFEXOR S ORAL 75mg, frequency

unknown
 WYETH

EFFEXOR S ORAL 37.5mg, frequency
unknown

 WYETH

FLUPENTIXOL
DIHYDROCHLORIDE

C INTRAMUSCULAR 50mg, frequency
unknown

 

6623291FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6623291 EXPEDITED (15-DAY) Y OT DE-WYE-G01393308 75 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Fall RYTHMOL C ORAL  KNOLL
Constipation NORVASC C ORAL  PFIZER
Gait disturbance SORTIS C ORAL  

LEVODOPA C ORAL  UNKNOWN
POTASSIUM CHLORIDE C ORAL  
METHIONINE C ORAL  
ASCORBIC ACID C ORAL  
PANTOPRAZOLE SODIUM C ORAL  WYETH
MOVICOL C  
MARCUMAR C ORAL  ROCHE
VENLAFAXINE HYDROCHLORIDE S ORAL 6 DAY WYETH
ENALAPRIL S ORAL  UNKNOWN
ESIDRIX S ORAL  NOVARTIS
CIPRALEX S ORAL  LUNDBECK
LITHIUM CARBONATE S ORAL  
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Detailed Report
6623309FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6623309 EXPEDITED (15-DAY) N HO,OT US-WYE-H03639208 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL  WYETH
Volvulus ZANTAC C unknown  PFIZER

FENTANYL CITRATE C unknown  UNKNOWN
ZOFRAN C unknown  

6623340FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6623340 EXPEDITED (15-DAY) Y OT US-WYE-H03628708 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 300 mg in the morning

and 2 to 3 37.5 mg
capsules in the evening

 WYETH

Drug effect decreased EFFEXOR XR S ORAL  WYETH
Depression PRISTIQ EXTENDED RELEASE S ORAL 2 DAY WYETH
Condition aggravated SOMA C unknown  
Restlessness RISPERDAL C 0.5 mg at bedtime as

needed
 JANSSEN

Agitation HYDROCODONE C unknown  UNKNOWN
Suicidal ideation INDERAL C unknown  WYETH
Morbid thoughts NEURONTIN C unknown  
Panic disorder OXYCODONE HYDROCHLORIDE C unknown  UNKNOWN
Irritability DIAZEPAM C unknown  UNKNOWN
Aggression  
Anger  
Logorrhoea  
Mania  
Mood altered  
Schizoaffective disorder  
Thinking abnormal  
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Detailed Report
6623969FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6623969 EXPEDITED (15-DAY) Y OT DE-PFIZER
INC-2008033581

Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction ZIPRASIDONE S ORAL Daily Dose:240MG  
Tardive dyskinesia SEROQUEL S ORAL Daily Dose:1200MG  

EUTHYROX C ORAL  
METOPROLOL SUCCINATE C ORAL  
LAMOTRIGINE C ORAL  
ZOPICLONE C ORAL  
CHLORAL HYDRATE C ORAL  
CYMBALTA S ORAL Daily Dose:120MG  
VENLAFAXINE HYDROCHLORIDE S ORAL Daily Dose:300MG  

6631942FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6631942 DIRECT N OT 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG ONCE NIGHTLY

PO
 TEVA

Night sweats SUDAFED OTC C  
Abnormal dreams ZYRTEC OTC C  
Affect lability  
Anxiety  
Disturbance in attention  
Dizziness  
Headache  
Paraesthesia  
Tinnitus  
Tremor  
Vertigo  
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Detailed Report
6631990FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Apr-2008 6631990 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal EFFEXOR S  
Drug withdrawal syndrome  
Euphoric mood  

6578189FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6578189 EXPEDITED (15-DAY) Y HO,DS,LT,OT AU-PFIZER
INC-2008016371

37 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt CHAMPIX S ORAL  
Depression EFFEXOR XR C ORAL  
Drug interaction XANAX C ORAL  

EFFEXOR S  
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Detailed Report
6604345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6604345 EXPEDITED (15-DAY) Y DS US-WYE-H03253508 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Malaise EFFEXOR XR S UNKNOWN  WYETH
Activities of daily living impaired EFFEXOR XR S UNKNOWN "gradually weaned off"  WYETH
Drug withdrawal syndrome OXYCONTIN C UNKNOWN  PURDUE
Dyspnoea GEODON C UNKNOWN 2 DAY PFIZER
Chest discomfort PRILOSEC C UNKNOWN  MERCK SHARP AND

DOHME
Arthralgia  
Asthenia  
Dizziness  
Ear pain  
Fatigue  
Pain in jaw  
Thinking abnormal  
Tinnitus  
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Detailed Report
6624156FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624156 EXPEDITED (15-DAY) Y HO,OT US-WYE-H03614208 38 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure increased EFFEXOR XR S ORAL  WYETH
Weight decreased EFFEXOR XR S ORAL "weaned off over a two

month period"
 WYETH

Eating disorder EFFEXOR XR S ORAL dose and frequency
unspecified

 WYETH

Paraesthesia EFFEXOR XR S ORAL "tapered off by counting
the beads"

 WYETH

Flatulence TOPROL XL S dose and frequency
unspecified

 ASTRAZENECA

Abdominal pain upper TRAZODONE HYDROCHLORIDE S 150 mg  UNKNOWN
Agitation TRAZODONE HYDROCHLORIDE S "tapered the dose by

half"
 UNKNOWN

Arrhythmia  
Cardiac valve disease  
Convulsion  
Diarrhoea  
Drug withdrawal syndrome  
Feeling jittery  
Heart rate increased  
Insomnia  
Nightmare  
Serum serotonin increased  
Tinnitus  
Vomiting  
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Detailed Report
6624234FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624234 EXPEDITED (15-DAY) Y HO,OT DE-WYE-G01433908 48 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse VENLAFAXINE HYDROCHLORIDE S ORAL 60 capsules (overdose

amount 9000mg)
1 DAY WYETH

Intentional overdose TRAZODONE HYDROCHLORIDE S ORAL 10 tablets (overdose
amount 250mg)

1 DAY

Electrocardiogram QRS complex prolonged  
Nausea  
Tachycardia  
Vertigo  
6624853FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624853 EXPEDITED (15-DAY) Y DS NO-WYE-G01411908 52 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 10 MTH WYETH
Diarrhoea EFFEXOR S ORAL Dosing was sequentially

reduced from 225 mg/
day

 WYETH

Disorientation  
Dysphoria  
Influenza like illness  
Paraesthesia  
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Detailed Report
6624985FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6624985 EXPEDITED (15-DAY) Y DS NO-WYE-G01413408 49 YR Female NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Diarrhoea  
Disorientation  
Dysphoria  
Influenza like illness  
Paraesthesia  
6625021FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6625021 EXPEDITED (15-DAY) Y DS,CA US-WYE-H01342607 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR XR S TRANSPLACENTAL  WYETH
Abdominal pain  
Autism  
Blood bilirubin increased  
Ear infection  
Feeding disorder neonatal  
Hernia  
Jaundice neonatal  
Musculoskeletal stiffness  
Neonatal disorder  
Pyrexia  
Restlessness  
Sleep disorder  
Sleep terror  
Speech disorder  
Underweight  
Unevaluable event  
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6625023FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Apr-2008 6625023 EXPEDITED (15-DAY) N OT NL-WYE-G01404108 44 YR Male NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR XR S  WYETH
Memory impairment EFFEXOR XR S  WYETH
Agitation  
Depersonalisation  
Dizziness  
Drug withdrawal syndrome  
Fall  
Gait disturbance  
Impulse-control disorder  
Libido decreased  

6625924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6625924 EXPEDITED (15-DAY) N OT US-
KINGPHARMUSA00001-
K200800455

Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, visual FLORINEF ACETATE S 5 DAY KING
Orthostatic hypotension FLORINEF ACETATE S  KING

EFFEXOR XR S 150 mg, UNK  
BENSERAZIDE HYDROCHLORIDE
\LEVODOPA

S 125 mg, qid 2 DAY

BENSERAZIDE HYDROCHLORIDE
\LEVODOPA

S 62.5 mg, qid  

ACETYLSALICYLIC ACID C 75 mg, qd  
DOMPERIDONE C 10 mg, tid  
CALCIUM CARBONATE C  
SENNA                              /
00142201/

C  

QUETIAPINE C 25 mg, bid  
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6626375FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Apr-2008 6626375 EXPEDITED (15-DAY) Y DE,HO US-WYE-H03638408 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Rhabdomyolysis VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Renal failure acute DEPAKOTE S unknown  UNKNOWN
Unresponsive to stimuli DILANTIN S unknown  
Hypophagia DILANTIN S unknown  
Clostridium difficile colitis METOCLOPRAMIDE S unknown  UNKNOWN
Dehydration TEGRETOL S unknown  NOVARTIS
Hypernatraemia KEPPRA S unknown  UCB
Hyperchloraemia MYSOLINE S unknown  
Encephalopathy NEURONTIN S unknown  

KLONOPIN S unknown  ROCHE
KLONOPIN S unknown  ROCHE

6569587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6569587 EXPEDITED (15-DAY) Y OT CH-WYE-G01158308 28 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Epilepsy EFFEXOR S ORAL up to 300 mg per day  WYETH
Electroencephalogram abnormal REMERON C  
6591464FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6591464 EXPEDITED (15-DAY) N OT AU-WYE-G01269808 60 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Depression  
Nightmare  
Suicidal ideation  
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6627089FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6627089 EXPEDITED (15-DAY) Y OT DE-WYE-G01449208 Unknown DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Drug withdrawal syndrome  
6627115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6627115 EXPEDITED (15-DAY) Y HO FR-WYE-G01426508 61 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL  WYETH
Psychomotor retardation STILNOX S  
Balance disorder OXAZEPAM S ORAL  WYETH

SERETIDE C INHALATION  GLAXO WELLCOME
FUROSEMIDE C ORAL  
RAMIPRIL C ORAL  
ALDACTONE C ORAL  
NICARDIPINE HYDROCHLORIDE C ORAL  SANDOZ

6627345FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6627345 EXPEDITED (15-DAY) Y DE US-WYE-H03684308 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S unknown  WYETH
Asphyxia EFFEXOR XR S  WYETH

EFFEXOR XR S  WYETH
6627485FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6627485 EXPEDITED (15-DAY) Y HO GB-WYE-G01395008 46 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Photosensitivity reaction VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Erythrodermic psoriasis IBUPROFEN S unknown  UNKNOWN
Condition aggravated CO-CODAMOL C ORAL unknown  UNKNOWN
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6627514FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6627514 EXPEDITED (15-DAY) Y HO BE-WYE-G01445908 Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S ORAL  WYETH
6627593FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6627593 EXPEDITED (15-DAY) Y HO FR-WYE-G01442008 86 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S ORAL  WYETH
Breast haematoma TANAKAN C ORAL  
Anaemia OXAZEPAM C ORAL  WYETH
Overdose SPAGULAX C ORAL  

ACTONEL C ORAL  PROCTER AND GAMBLE
PREVISCAN S ORAL 0.75 tablet on even

dates and 0.5 tablet on
odd dates

17 DAY

PREVISCAN S ORAL unknown  
6636757FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Apr-2008 6636757 DIRECT N OT,RI 43 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disturbance in attention EFFEXOR S OTHER 75 MG. 1 PER DAY

OTHER;  37.5 MG./19
MG. 1 PER DAY

 WYETH

Crying  
Motion sickness  
Nausea  
Paraesthesia  
Withdrawal syndrome  
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6122355FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6122355 EXPEDITED (15-DAY) Y HO HQWYE366111AUG06 10 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose EFFEXOR XR S ORAL 150 mg twice a day

(total ingested overdose
amount of 600 mg)

2 DAY WYETH

Abdominal pain  
Constipation  
Hallucinations, mixed  
Mydriasis  
Somnolence  
Tachycardia  
Tremor  
Urinary retention  
Wrong drug administered  
6602117FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6602117 EXPEDITED (15-DAY) Y HO,LT GR-WYE-G01306908 41 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL 20-40 capsules 1 DAY WYETH
Suicide attempt XANAX S ORAL 90 capsules 1 DAY
Cardiac failure  
Cardiomyopathy  
Cardiotoxicity  
Coma  
Drug abuse  
Hypothermia  
Myocardial oedema  
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6621286FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6621286 EXPEDITED (15-DAY) Y CH-WYE-G01418108 Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dissociative disorder EFFEXOR S ORAL  WYETH
Muscle contractions involuntary EFFEXOR S ORAL  WYETH
6624639FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6624639 EXPEDITED (15-DAY) Y HO,LT B0518177A Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Feeling abnormal WELLBUTRIN S ORAL  GLAXOSMITHKLINE
Suicide attempt EFFEXOR S  
Alcohol poisoning  
6629059FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629059 EXPEDITED (15-DAY) Y OT CH-WYE-G01462808 63 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intraocular pressure increased EFFEXOR S unspecified  WYETH

NEXIUM S unspecified  ASTRAZENECA
6629360FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629360 EXPEDITED (15-DAY) Y OT GB-TEVA-170744ISR 37 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal palmar/plantar creases SERTRALINE S TRANSPLACENTAL  IVAX
Ear malformation SERTRALINE S TRANSPLACENTAL  IVAX
Foetal damage VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  
Head deformity VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL  
Polyhydramnios  
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6629572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6629572 EXPEDITED (15-DAY) N OT AU-WYE-G01467808 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol abuse EFFEXOR XR S ORAL  WYETH
Thinking abnormal EFFEXOR XR S ORAL  WYETH
Aggression  
6644002FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Apr-2008 6644002 EXPEDITED (15-DAY) Y HO DSA_31723_2008 25 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt LORAZEPAM S ORAL (50 TABLETS

COMBINED OF 1 MG
AND 2.5 MG.  ORAL),
(50 TABLETS
COMBINED OF 1 MG
AND 2.5 MG. ORAL)`

 

Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL (2 DF 1X ORAL)  
Tachycardia CANNABIS (CANNABIS) S INHALATION RESPIRATORY

(INHALATION)
 

Depressed level of consciousness ALCOHOL S ORAL ORAL  
Alcohol use  
Blood lactate dehydrogenase increased  
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6630142FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6630142 EXPEDITED (15-DAY) Y HO,OT US-WYE-H03766208 52 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Unevaluable event EFFEXOR XR S ORAL 150 mg, frequencyn ot

specified
 WYETH

Insomnia EFFEXOR XR S ORAL "began to taper off"  WYETH
Suicidal ideation XANAX S "took six tablets of

Xanax 25 mg"
1 DAY

Depression ATENOLOL C unknown  UNKNOWN
Condition aggravated ZETIA C unknown  MERCK
Intentional overdose  
Suicide attempt  
6639809FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-May-2008 6639809 DIRECT N OT 33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL 1 37.5 MG CAPSULE

ONCE DAILY PO
 WYETH

Heart rate increased  
Mental disorder  
Negativism  
Suicidal ideation  
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6446068FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6446068 EXPEDITED (15-DAY) Y HO 2007SP003393 49 YR Male RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome ZOPICLONE S ORAL 3 MG; HS; ORAL  
Headache VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG; QD; ORAL  
Anxiety  
Decreased appetite  
Depression  
Disease recurrence  
Hypertension  
Sleep disorder  
Weight decreased  
6565890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6565890 EXPEDITED (15-DAY) Y HO FR-WYE-G01091808 69 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urticaria EFFEXOR S ORAL 75 mg strength;

frequency unspecified
 WYETH

IOVERSOL S INTRAVENOUS 1 DAY UNKNOWN
STRONTIUM S ORAL 2 g daily; with some

forgetting of taking
 UNKNOWN

DOLIPRANE C ORAL unknown; on request  
ATENOLOL\NIFEDIPINE C ORAL unknown  
INEXIUM C ORAL 20 mg; frequency

unspecified
 ASTRAZENECA

ASPIRIN C ORAL 75 mg; frequency
unspecified
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6612912FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6612912 EXPEDITED (15-DAY) Y HO,DS,LT US-WYE-H03390908 63 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount

unknown
 WYETH

Coma  
Communication disorder  
Haemorrhage intracranial  
Malignant hypertension  
Mental status changes  
Muscular weakness  
Rhabdomyolysis  
Stupor  
Suicide attempt  
Unresponsive to stimuli  
White blood cell count increased  
6631056FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631056 EXPEDITED (15-DAY) Y OT GB-
RANBAXY-2008RR-1467
4

37 YR Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal palmar/plantar creases SERTRALINE HYDROCHLORIDE S TRANSPLACENTAL 100 mg, UNK  
Ear malformation SERTRALINE HYDROCHLORIDE S 100 mg, UNK  
Foetal damage VENLAFAXINE S TRANSPLACENTAL 100 mg, UNK  
Head deformity VENLAFAXINE S TRANSPLACENTAL 150 mg, UNK  
Polyhydramnios VENLAFAXINE S TRANSPLACENTAL 37.5 mg, UNK  

AMOXICILLIN C 250 mg, tid  
CEPHALEXIN C 250 mg, qid  
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6631164FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631164 EXPEDITED (15-DAY) Y OT US-WYE-H03677908 66 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S unknown  WYETH
Feeling abnormal TRAMADOL HYDROCHLORIDE C unknown  UNKNOWN
Abnormal dreams AVANDIA C 4 mg  DAY
Photopsia CRESTOR C unknown  ASTRAZENECA
Diplopia ATENOLOL C unknown  UNKNOWN
Tremor ZANTAC C unknown  PFIZER
Headache BACTRIM C unknown  ROCHE
Abdominal discomfort PILOCARPINE HYDROCHLORIDE C unknown  UNKNOWN
Swelling face LORAZEPAM C unknown  UNKNOWN
Hot flush LYRICA S 9 DAY PFIZER
Balance disorder  
Contusion  
Depression  
Dyspnoea  
Fall  
Gait disturbance  
Myalgia  
Pruritus  
Rash  
6631709FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-May-2008 6631709 EXPEDITED (15-DAY) Y CA FR-PFIZER
INC-2008036005

Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy XANAX S TRANSPLACENTAL  
Microcephaly EFFEXOR S TRANSPLACENTAL  
Dysmorphism  
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6632507FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632507 EXPEDITED (15-DAY) N OT US-WYE-H03765408 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective PRISTIQ EXTENDED RELEASE S ORAL  WYETH
Suicidal ideation EFFEXOR XR S ORAL  WYETH
Lethargy EFFEXOR XR S ORAL  WYETH
Feeling of despair PROZAC S  
6632742FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632742 EXPEDITED (15-DAY) Y HO,DS CH-BOEHRINGER
INGELHEIM GMBH,
GERMANY-2008-
DE-02589SI

39 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypomania PRAMIPEXOLE

DIHYDROCHLORIDE
S ORAL  BOEHRINGER INGELHEIM

EFFEXOR S ORAL  
STILNOX C ORAL  
LAMICTAL C ORAL  
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6632788FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6632788 EXPEDITED (15-DAY) Y OT FR-PFIZER
INC-2008037067

58 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyperbilirubinaemia AMLODIPINE S ORAL  
Transaminases increased ISONIAZID S ORAL  

RIFADIN S ORAL  
PYRAZINAMIDE S ORAL  
MYAMBUTOL S ORAL  
EFFEXOR S ORAL  
INSULIN NOS S SUBCUTANEOUS  
ENOXAPARIN SODIUM S SUBCUTANEOUS  
RIFATER C  
ROCEPHIN C  

6644102FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6644102 DIRECT N OT 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL 75MG ONCE DAILY PO

5 TO 6 YEARS
 WYETH
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6644115FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6644115 DIRECT N OT 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Chills EFFEXOR XR S ORAL 37.5 MG 1X A DAY PO  WYETH
Abdominal pain upper  
Asthenia  
Body temperature increased  
Cough  
Discomfort  
Eructation  
Fatigue  
Feeling abnormal  
Feeling cold  
Flatulence  
Headache  
Restlessness  
Skin burning sensation  
Tremor  
Vomiting  
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6645326FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-May-2008 6645326 EXPEDITED (15-DAY) Y CA,OT GXKR2008GB03946 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal palmar/plantar creases SERTRALINE S TRANSPLACENTAL TRANSPLACENTAL  
Ear malformation VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL TRANSPLACENTAL  
Caesarean section  
Foetal damage  
Head deformity  
Maternal drugs affecting foetus  
Maternal exposure during pregnancy  
Polyhydramnios  
Unstable foetal lie  

6633383FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-May-2008 6633383 EXPEDITED (15-DAY) N OT BE-ROCHE-561479 58 YR Female BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis toxic BONIVA S ORAL  ROCHE

EFFEXOR S UNKNOWN  

6613937FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6613937 EXPEDITED (15-DAY) Y OT US-WYE-H03401108 55 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Eye pain EFFEXOR XR S ORAL titrated up to 150 mg

daily
 WYETH

Cardiac aneurysm  
Hypertension  
Transient ischaemic attack  
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6630141FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6630141 EXPEDITED (15-DAY) Y DE,OT SE-WYE-H03715008 21 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL "most probably" 14.7 g  WYETH
Cardiac arrest  
Cardiotoxicity  
Coma  
Convulsion  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Hypertonia  
Hypotension  
Mydriasis  
Pyrexia  
Tachycardia  
Ventricular tachycardia  
6634498FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634498 EXPEDITED (15-DAY) Y HO FR-
ASTRAZENECA-2008CG
00662

48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug reaction with eosinophilia and systemic
symptoms

OMEPRAZOLE S ORAL  

Influenza like illness EFFEXOR S ORAL 13 DAY
Arthralgia ACEPROMETAZINE

\MEPROBAMATE
S ORAL  

Hepatitis ATARAX S ORAL  
Rash NORDAZEPAM S ORAL  

PARACETAMOL C  
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6634686FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634686 EXPEDITED (15-DAY) Y OT CH-WYE-G01485108 39 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression EFFEXOR S ORAL  WYETH
Restless legs syndrome EFFEXOR S ORAL  WYETH
Condition aggravated EFFEXOR S ORAL  WYETH
Hypomania PRAMIPEXOLE

DIHYDROCHLORIDE
S ORAL  BOEHRINGER INGELHEIM

Sleep disorder PRAMIPEXOLE
DIHYDROCHLORIDE

S  BOEHRINGER INGELHEIM

Terminal insomnia STILNOX C ORAL  
Psychomotor hyperactivity LAMICTAL C ORAL  GLAXOSMITHKLINE
Agitation  
6634695FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634695 EXPEDITED (15-DAY) Y OT GB-WYE-G01484208 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Unstable foetal lie VENLAFAXINE HYDROCHLORIDE S 37.5mg, frequency

unknown
 WYETH

Maternal exposure during pregnancy VENLAFAXINE HYDROCHLORIDE S 75mg daily  WYETH
Polyhydramnios VENLAFAXINE HYDROCHLORIDE S 150mg, frequency

unknown
 WYETH

SERTRALINE S 100mg daily  UNKNOWN
SERTRALINE S 100mg, frequency

unknown
 UNKNOWN

AMOXICILLIN C  UNKNOWN
CEPHALEXIN C  UNKNOWN
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6634726FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-May-2008 6634726 EXPEDITED (15-DAY) Y OT TR-WYE-H03846508 31 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Menstruation delayed EFFEXOR XR S ORAL 55 DAY WYETH

MILNACIPRAN C ORAL  UNKNOWN

6635203FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2008 6635203 EXPEDITED (15-DAY) Y DS,OT US-BRISTOL-MYERS
SQUIBB
COMPANY-14076095

61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome ABILIFY S ORAL  
Nervousness EFFEXOR S ORAL 150mg am and 75mg

pm. initiated before 2002
and after 7/07 she
terminated

 

Vomiting EFFEXOR S ORAL 150mg am and 75mg
pm. initiated before 2002
and after 7/07 she
terminated

 

Weight decreased XANAX C  
6635634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-May-2008 6635634 EXPEDITED (15-DAY) Y OT US-WYE-H03898508 17 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fibrocystic breast disease EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S  WYETH
SEROQUEL C unknown  UNKNOWN
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6636721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6636721 EXPEDITED (15-DAY) Y OT GB-WYE-G01477208 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy EFFEXOR S ORAL  WYETH

EFFEXOR S 37.5mg, frequency
unknown

 WYETH

6637169FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6637169 EXPEDITED (15-DAY) Y HO DE-WYE-G01502408 45 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 1 capsule (overdose

amount 150 mg)
1 DAY WYETH

Suicide attempt ZOPICLONE S ORAL overdose amount 150
mg

1 DAY UNKNOWN

Tachycardia RISPERIDONE S ORAL overdose amount 30 mg 1 DAY UNKNOWN
Dysarthria VALPROATE SODIUM S ORAL overdose amount 500

mg
1 DAY UNKNOWN

DIAZEPAM S ORAL 20 drops (overdose
amount unknown)

1 DAY UNKNOWN

PROMETHAZINE S ORAL 20 drops (overdose
amount unknown)

1 DAY UNKNOWN

6637275FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6637275 EXPEDITED (15-DAY) N HO AU-WYE-G01491808 Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR XR S ORAL  WYETH
Drug abuse EFFEXOR XR S ORAL  WYETH
Euphoric mood EFFEXOR XR S ORAL "more than 150mg"  WYETH
Somnolence TRAMADOL HYDROCHLORIDE S unknown  UNKNOWN
Intentional self-injury CODEINE PHOSPHATE

\DOXYLAMINE SUCCINATE
C  

Aggression LYRICA C  PFIZER
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6637316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6637316 EXPEDITED (15-DAY) N OT US-WYE-H03872708 63 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR XR S ORAL  WYETH
Dizziness EFFEXOR XR S ORAL  WYETH
Fall PROVIGIL C unknown  CEPHALON
6637486FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6637486 EXPEDITED (15-DAY) OT US-PFIZER
INC-2008038594

Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder CHANTIX S  
Drug interaction VICODIN C  

EFFEXOR XR S  
UNSPECIFIED INGREDIENT S  

6645185FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6645185 EXPEDITED (15-DAY) Y OT 2008S1007184 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus SERTRALINE S 100 MG; 100 MG;  
Abnormal palmar/plantar creases VENLAFAXINE S 100 MG; 150 MG  
Ear malformation AMOXICILLIN C  
Foetal malformation CEPHALEXIN C  
Head deformity  
Polyhydramnios  
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6646894FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6646894 EXPEDITED (15-DAY) Y CA,OT 100#03#2008-02375 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polyhydramnios SERTRALINE S TRANSPLACENTAL 100 MG ONCE DAILY

TRANSPLACENTAL;
100 MG
TRANSPLACENTAL

2 MTH

Foetal damage VENLAFAXINE S TRANSPLACENTAL 100 MG
TRANSPLACENTAL;
150 MG
TRANSPLACENTAL;
37.5 MG > 75 MG
ONCE DAILY
TRANSPLACENTAL

 

Head deformity AMOXICILLIN C  
Ear malformation CEPHALEXIN C  
Abnormal palmar/plantar creases  
Caesarean section  
Maternal drugs affecting foetus  
Maternal exposure during pregnancy  
Multiple congenital abnormalities  
Oblique presentation  
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6648599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-May-2008 6648599 DIRECT N OT 34 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dry eye EFFEXOR XR S ORAL 300 MG DAILY PO  
Impaired work ability SYNTHROID C  
Drug ineffective  
Eye pain  
Foreign body sensation in eyes  
Headache  
Lacrimation decreased  
Ocular hyperaemia  
Photophobia  
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5888921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 5888921 EXPEDITED (15-DAY) Y OT B0361406A 37 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome PAROXETINE HYDROCHLORIDE S UNKNOWN  GLAXOSMITHKLINE
Suicidal ideation EFFEXOR S  
Intentional self-injury SERTRALINE HYDROCHLORIDE C  
Nausea CITALOPRAM HYDROBROMIDE C  
Tremor PROZAC C  
Dizziness MIRTAZAPINE C  
Confusional state FRUSEMIDE C  GLAXOSMITHKLINE
Vision blurred ORLISTAT C  GLAXOSMITHKLINE
Anxiety SIBUTRAMINE HYDROCHLORIDE C  
Agitation CHLORPROMAZINE C  GLAXOSMITHKLINE
Aggression METFORMIN HYDROCHLORIDE C  GLAXOSMITHKLINE
Pain PIOGLITAZONE

HYDROCHLORIDE
C  

Influenza like illness ROSIGLITAZONE C  GLAXOSMITHKLINE
Mental impairment PROPRANOLOL C  
Urinary incontinence  
6638224FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6638224 EXPEDITED (15-DAY) Y HO,OT DE-
JNJFOC-20080500999

35 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt RISPERDAL S ORAL  
Coma TETRAZEPAM S ORAL  
Overdose VENLAFAXINE HYDROCHLORIDE S ORAL  
Pyrexia TRIMIPRAMINE MALEATE S ORAL  
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6638311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6638311 EXPEDITED (15-DAY) Y DS GB-PFIZER
INC-2008039593

42 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug effect decreased TOLTERODINE TARTRATE S ORAL  
Hypertonia EFFEXOR S ORAL Text:BID EVERY DAY  

QUETIAPINE S ORAL  
6638403FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6638403 EXPEDITED (15-DAY) N OT US-PFIZER
INC-2008038000

27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug dependence NEURONTIN S ORAL  
Erectile dysfunction BEXTRA S ORAL  
Drug withdrawal syndrome REMERON S ORAL  
Tremor EFFEXOR XR S  
Drug withdrawal headache DURAGESIC S TRANSDERMAL  
Tooth extraction ACTIQ S  
Toothache ACTIQ S  
Tooth disorder  
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6652080FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-May-2008 6652080 DIRECT Y HO,LT,OT 41 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Agitation VENLAFAXINE S ORAL 75 MG 2 PD PO  TEVA
Aggression  
Alcohol use  
Amnesia  
Conversion disorder  
Impulsive behaviour  
Incorrect dose administered  
Loss of consciousness  
Obsessive thoughts  
Panic reaction  
Suicidal ideation  
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6612066FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6612066 EXPEDITED (15-DAY) Y OT CH-BRISTOL-MYERS
SQUIBB
COMPANY-14136006

48 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction LORAZEPAM S  
Blood creatine phosphokinase increased EFFEXOR S 4-0-0  
Myoglobin blood increased CONCERTA S 1-0-0  
Muscular weakness TRUVADA C 1*1  

NORVIR C 1x1.  
ALDACTONE C  
PARACETAMOL C  
METOCLOPRAMIDE
HYDROCHLORIDE

C  

DIFLUCAN C  
VITAMIN B C  
MAGNESIUM CITRATE C  
ABILIFY S ORAL  
ABILIFY S ORAL  
REYATAZ S 150mg, 1x2  BRISTOL MYERS SQUIBB
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6630143FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6630143 EXPEDITED (15-DAY) Y DE,OT SE-WYE-H03801308 39 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S ORAL took an unknown

amount in an overdose
1 DAY WYETH

Cardiotoxicity PROPIOMAZINE S ORAL took 2 to 3 tablets 1 DAY
Disorientation ANTABUSE C unknown  
Agitation  
Cardiac arrest  
Cardiac failure  
Ejection fraction decreased  
Electrocardiogram QRS complex prolonged  
Hypotension  
Pulse absent  
Tachycardia  
Ventricular fibrillation  
Ventricular tachycardia  
6638768FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6638768 EXPEDITED (15-DAY) Y HO DE-WYE-G01502508 18 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount 75 mg 1 DAY WYETH

SEROQUEL S ORAL overdose amount 900
mg

1 DAY ASTRAZENECA

ALCOHOL S ORAL half a bottle of beer and
sangria

1 DAY UNKNOWN
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6649691FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2008 6649691 DIRECT Y 66 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  PFIZER
Abdominal pain upper  
Ageusia  
Arthralgia  
Constipation  
Disorientation  
Tinnitus  

6209793FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6209793 EXPEDITED (15-DAY) N HO,LT HQWYE661408DEC06 < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory disorder neonatal EFFEXOR XR S  WYETH
Congenital neurological disorder  
Convulsion neonatal  
Dysphagia  
Feeding disorder neonatal  
Foetal heart rate increased  
Hypertonia neonatal  
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6574367FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6574367 EXPEDITED (15-DAY) Y OT NL-WYE-G01210108 33 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Multiple sclerosis EFFEXOR XR S ORAL 21 DAY WYETH
Emotional disorder EFFEXOR XR S ORAL  WYETH
Disturbance in attention OXAZEPAM C  UNKNOWN
Condition aggravated OMEPRAZOLE C  UNKNOWN
Indifference AVONEX C 30 ug/0.5ml 1 time per

week
 BIOGEN

Muscular weakness  
6596260FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6596260 EXPEDITED (15-DAY) N DS CAWYE236129AUG07 67 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Brain injury  
Dry mouth  
Gait disturbance  
Hyperhidrosis  
Paraesthesia  
Quality of life decreased  
Tremor  
Vertigo  
Vision blurred  
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6638769FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6638769 EXPEDITED (15-DAY) Y HO IT-WYE-G01508708 74 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Acute coronary syndrome EFFEXOR S ORAL 94 DAY WYETH

HUMALOG C SUBCUTANEOUS 44 IU  
LORAZEPAM C  WYETH
LEVOTHYROXINE C  BRACCO
CARDURA C  
ATORVASTATIN CALCIUM C  PFIZER
ATENOLOL C  UNKNOWN
CARDIOASPIRIN C ORAL 1 dose  BAYER

6639736FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6639736 EXPEDITED (15-DAY) Y HO,OT GB-WYE-G01501108 55 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood sodium decreased EFFEXOR S ORAL 269 DAY WYETH
Fall AMLODIPINE C ORAL  UNKNOWN
Confusional state BECLOMETHASONE

DIPROPIONATE
C INHALATION  UNKNOWN

Head injury SIMVASTATIN C ORAL  UNKNOWN
OMEPRAZOLE C ORAL  UNKNOWN
ALBUTEROL C INHALATION 100 ug every 1 Prn  UNKNOWN
SALMETEROL C INHALATION  UNKNOWN
AMISULPRIDE C ORAL  UNKNOWN
LEVOTHYROXINE C ORAL  UNKNOWN
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6639958FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6639958 EXPEDITED (15-DAY) Y HO GB-TEVA-171383ISR 46 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated IBUPROFEN S  IVAX
Erythrodermic psoriasis VENLAFAXINE HYDROCHLORIDE S ORAL  
Photosensitivity reaction  
6640159FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6640159 EXPEDITED (15-DAY) Y HO FI-WYE-G01532208 Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Polydipsia EFFEXOR S ORAL 74 DAY WYETH

EFFEXOR S ORAL  WYETH
EFFEXOR S ORAL  WYETH

6640314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6640314 EXPEDITED (15-DAY) N OT AU-WYE-G01518008 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 2 x 75 mg daily 4 MTH WYETH
Hyperhidrosis  
Presyncope  
Vomiting  
6652199FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-May-2008 6652199 EXPEDITED (15-DAY) Y HO 2008S1008002 62 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Syncope NEBIVOLOL HYDROCHLORIDE S ORAL ORAL  
Tremor TRITTICO (TRAZODONE) S ORAL ORAL  

EFFEXOR S ORAL ORAL  
SORTIS /01326101/ C  
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5845175FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 5845175 EXPEDITED (15-DAY) Y DE,HO SEWYE591215APR05 21 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL Probably about 15 g

(about 200 capsules)
1 DAY WYETH

Completed suicide VENTOLIN C  
Loss of consciousness NASONEX C  SCHERING PLOUGH
Sinus tachycardia PULMICORT FLEXHALER C  ASTRAZENECA
Blood pressure decreased  
Body temperature increased  
Cardiac arrest  
Convulsion  
Depressed level of consciousness  
Dizziness  
Electrocardiogram QRS complex prolonged  
Electrocardiogram QT prolonged  
Hypertonia  
Metabolic acidosis  
Mydriasis  
Respiratory acidosis  
Tachycardia  
Ventricular tachycardia  
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6586994FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6586994 EXPEDITED (15-DAY) N DE,HO,LT B0512426A 87 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle haemorrhage ARIXTRA S SUBCUTANEOUS 7.5MG Per day 3 DAY GLAXOSMITHKLINE
Anaemia PLAVIX S ORAL 75MG Per day 12 DAY
Fall ASPIRIN S ORAL 75MG Per day 4 DAY
International normalised ratio increased PREVISCAN S ORAL 20MG Per day 4 DAY
Troponin increased EFFEXOR S ORAL  
Akinesia AMLODIPINE BESYLATE S ORAL 5MG Per day  
Left ventricular dysfunction KERLONE S ORAL 10MG Per day  
Ventricular tachycardia SPIRONOLACTONE S UNKNOWN 50MG Per day  GLAXOSMITHKLINE
Ventricular fibrillation NITROGLYCERIN S TRANSDERMAL 10MGD Per day  GLAXOSMITHKLINE
Coronary artery occlusion TAHOR S ORAL 40MG Per day  

OMEPRAZOLE S ORAL 20MG Per day  GLAXOSMITHKLINE
LASILIX C  GLAXOSMITHKLINE
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6640540FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640540 EXPEDITED (15-DAY) Y OT S08-GER-01529-01 75 YR Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gait disturbance ESCITALOPRAM OXALATE S ORAL 30 MG QD PO  
Ataxia LITHIUM CARBONATE S 225 QD  
Fall ENALAPRIL MALEATE S 10 MG QD  
Constipation ESIDRIX S 25 MG QD  
Drug interaction VENLAFAXINE HYDROCHLORIDE S 75 MG QD  
Overdose VENLAFAXINE HYDROCHLORIDE S 75 MG QD  
Depression RYTHMONORM (PROPAFENONE

HYDRCHLORIDE)
C  

Disease recurrence NORVASC C  
Blood alkaline phosphatase increased SORTIS (ATORVASTATIN) C  

RESTEX C  
POTASSIUM CHLORIDE C  
ACIMETHIN (METHIONINE) C  
CEBION (ASCORBIC ACID) C  
PANTOZOL C  
MOVICOL C  
MARCUMAR
(PHENPROPCPUMON)

C  

6640682FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6640682 EXPEDITED (15-DAY) Y HO GB-WYE-G01395108 33 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional self-injury EFFEXOR XR S ORAL  WYETH
Self-injurious ideation  
Suicidal ideation  
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6641316FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6641316 EXPEDITED (15-DAY) Y OT ES-WYE-G01506408 Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Immune thrombocytopenic purpura VENLAFAXINE HYDROCHLORIDE S ORAL Unknown  WYETH
6654295FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6654295 DIRECT Y 19 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abdominal pain EFFEXOR S ORAL 37.5 TWO BID PO  
Drug intolerance  
Vomiting  
6654322FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6654322 DIRECT N OT 36 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Adverse drug reaction EFFEXOR XR S ORAL 75MG ONCE DAILY PO  WYETH
Anxiety  
Burning sensation  
Condition aggravated  
Depression  
Drug withdrawal syndrome  
Emotional disorder  
Fatigue  
Hyperhidrosis  
Nausea  
Performance status decreased  
Personality disorder  
Vertigo  
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6655518FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-May-2008 6655518 DIRECT N OT 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL 225MG  ONCE A DAY

PO
 WYETH

Anorgasmia  
Hypomania  
Ill-defined disorder  
Paraesthesia  
Psychosexual disorder  
Semen volume decreased  

6641525FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641525 EXPEDITED (15-DAY) Y HO GB-
RANBAXY-2008RR-1502
2

Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Condition aggravated IBUPROFEN S  RANBAXY
Erythrodermic psoriasis EFFEXOR S ORAL 75 mg, UNK  
Photosensitivity reaction CO-CODAMOL C ORAL  
6641996FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6641996 EXPEDITED (15-DAY) Y OT GB-WYE-G01504108 49 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Vascular skin disorder EFFEXOR S ORAL 150mg daily  WYETH
Chillblains  
Oedema peripheral  
Petechiae  
Rash erythematous  
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6642370FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6642370 EXPEDITED (15-DAY) Y DS FR-PFIZER
INC-2008040039

Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Enuresis NEURONTIN S ORAL Daily Dose:1200MG  

RIVOTRIL S ORAL Daily Dose:6MG  
CLOZAPINE S ORAL Daily Dose:600MG  
EFFEXOR S ORAL Daily Dose:150MG  
ACEPROMETAZINE
\CLORAZEPATE DIPOTASSIUM

S ORAL Daily Dose:20MG  

DITROPAN C ORAL  
6654856FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6654856 EXPEDITED (15-DAY) N CA ADE2008-0200 Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal drugs affecting foetus SERTRALINE S TRANSPLACENTAL 100MG QD

TRANSPLACENTAL
 

Caesarean section SERTRALINE S TRANSPLACENTAL 100 MG QD
TRANSPLACENTAL

 

Unstable foetal lie VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL SEE IMAGE  
Polyhydramnios AMOXICILLIN C  
Ear malformation CEPHALEXIN C  
Abnormal palmar/plantar creases  
Congenital anomaly  
Head deformity  
6655643FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-May-2008 6655643 DIRECT N OT Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Alcohol abuse EFFEXOR S ORAL 100-400 1 - 3X DAILY

PO
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6642622FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-May-2008 6642622 EXPEDITED (15-DAY) Y HO FR-TYCO
HEALTHCARE/
MALLINCKRODT-
T200800824

Unknown FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Rash maculo-papular IOVERSOL S INTRAVENOUS UNK, single  TYCO
Pruritus RANELIC ACID S ORAL 244 DAY

EFFEXOR S ORAL 75 mg, qd 213 DAY
ASPIRIN LYSINE C  
ATENOLOL\NIFEDIPINE C  
INEXIUM C  
BROMAZEPAM C  
DOLIPRANE C  

6642955FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6642955 EXPEDITED (15-DAY) Y OT AU-WYE-G01538108 Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Headache EFFEXOR XR S ORAL  WYETH
Drug dose omission  
Hypertension  
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6656537FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6656537 DIRECT N DS,OT,RI 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 150 MG      TID     PO  
Aggression  
Anger  
Crying  
Decreased appetite  
Disturbance in attention  
Hyperhidrosis  
Impaired work ability  
Insomnia  
Nausea  
Nervous system disorder  
Pain  
Suicidal ideation  
Vision blurred  
6708934FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-May-2008 6708934 NON-EXPEDITED Y TPA2008A00125 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Nausea ROZEREM S ORAL 8 MG, QHS, PER ORAL  
Headache EFFEXOR S ORAL PER ORAL  

6644047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644047 EXPEDITED (15-DAY) N OT DE-WYE-G01540408 Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Renal colic VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Myalgia  
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6644099FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6644099 EXPEDITED (15-DAY) N CA US-WYE-H04029708 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac septal defect EFFEXOR XR S TRANSPLACENTAL  WYETH
Maternal exposure during pregnancy  
Premature baby  
6656729FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-May-2008 6656729 DIRECT Y RI 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation VENLAFAXINE HYDROCHLORIDE S ORAL 75 MG EVERY DAY PO  
Hepatic enzyme increased  
Hypertension  

6636644FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6636644 EXPEDITED (15-DAY) Y HO FR-WYE-G01499908 48 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug reaction with eosinophilia and systemic
symptoms

EFFEXOR S ORAL unknown 13 DAY WYETH

Influenza NORDAZEPAM S ORAL unknown  
Arthralgia OMEPRAZOLE S ORAL unknown  ASTRAZENECA
Cell death ACEPROMETAZINE

\MEPROBAMATE
S ORAL unknown  

Cholestasis ATARAX S unknown  PFIZER
PARACETAMOL C unknown  UNKNOWN

6658556FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-May-2008 6658556 DIRECT 26 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Medication error EFFEXOR XR S CAPSULE, EXTENDED

RELEASE
 WYETH

Inappropriate schedule of drug administration LITHIUM CARBONATE S CAPSULE  
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6596261FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6596261 EXPEDITED (15-DAY) N OT US-WYE-H03175208 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S 225 mg frequency

unspecified
 WYETH

Ejaculation delayed EFFEXOR XR S 150 mg frequency
unspecified

 WYETH

Abnormal behaviour  
Affect lability  
Aggression  
Blood pressure increased  
Constipation  
Depersonalisation  
Dyskinesia  
Homicidal ideation  
Intentional product misuse  
Irritability  
Mania  
Palpitations  
Paranoia  
Physical assault  
Salivary hypersecretion  
Social avoidant behaviour  
Speech disorder  
Suicidal ideation  
Suicide attempt  
Thinking abnormal  
Violence-related symptom  
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6617761FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-May-2008 6617761 EXPEDITED (15-DAY) Y HO DE-WYE-G01402808 44 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 10 capsules (overdose

amount 750 mg)
1 DAY WYETH

Suicide attempt SERTRALINE S ORAL 10 tablets (overdose
amount 1000 mg)

1 DAY UNKNOWN

Sopor AMITRIPTYLINE
HYDROCHLORIDE

S ORAL 20 tablets (overdose
amount 1500 mg)

1 DAY

Gastrointestinal sounds abnormal DICLOFENAC S ORAL 17 tablets (overdose
amount 850 mg)

1 DAY UNKNOWN

PARACETAMOL S ORAL 10 tablets (overdose
amount 5000 mg)

1 DAY UNKNOWN

6647694FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-May-2008 6647694 EXPEDITED (15-DAY) N HO US-WYE-H04071708 67 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myocardial infarction EFFEXOR XR S ORAL unknown  WYETH
Drug ineffective EFFEXOR XR S ORAL increased up to 300 mg  WYETH
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Heart rate abnormal EFFEXOR XR S ORAL  WYETH
Labile blood pressure EFFEXOR XR S ORAL  WYETH
Palpitations OSCAL C unknown  
Tremor CENTRUM SILVER C unknown  WYETH
Crying  
Decreased interest  
Fatigue  
Feeling abnormal  
Headache  
Nausea  
Pain  
Rhinitis  
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6649472FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-May-2008 6649472 EXPEDITED (15-DAY) N OT US-WYE-H04170908 58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dependence EFFEXOR XR S ORAL "225 mg then tapered off

"
 WYETH

Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Blood pressure increased KLONOPIN C " 4 mg qd now 5 mg qd "  ROCHE
Palpitations KLONOPIN C  ROCHE
Balance disorder  
Dizziness  
Nausea  
Weight increased  

6427479FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6427479 EXPEDITED (15-DAY) Y HO,OT FRWYE327218SEP07 46 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount was

1500 mg total daily
 WYETH

Drug withdrawal syndrome EFFEXOR S ORAL overdose amount was
1500 mg total daily

 WYETH

Anxiety EFFEXOR S ORAL overdose amount was
2000 mg once daily

 WYETH

Mobility decreased BACLOFEN C unknown  UNKNOWN
Drug abuse ABILIFY C ORAL 25 mg total daily  BRISTOL MYERS SQUIBB
Gait disturbance ABILIFY C  BRISTOL MYERS SQUIBB
Vertigo ABILIFY C  BRISTOL MYERS SQUIBB
Convulsion  
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6463754FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6463754 EXPEDITED (15-DAY) Y HO NL-WYE-G00566007 Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Caesarean section EFFEXOR XR S  WYETH
Blood pressure diastolic increased  
Maternal exposure during pregnancy  
Proteinuria  
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6631475FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6631475 EXPEDITED (15-DAY) N OT US-WYE-H03800508 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Personality change EFFEXOR XR S 75 mg, frequency not

specified
 WYETH

Night sweats EFFEXOR XR S  WYETH
Gambling EFFEXOR XR S "tried to take only half

my dose"
 WYETH

Suicidal ideation EFFEXOR XR S unknown  WYETH
Somnolence EFFEXOR XR S  WYETH
Panic attack ZOLOFT S ORAL took over half of the

Zoloft (a bottle of 30) in
an overdose

1 DAY PFIZER

Anxiety  
Apathy  
Crying  
Drug ineffective  
Drug withdrawal syndrome  
Feeling abnormal  
Flat affect  
Inappropriate schedule of drug administration  
Intentional overdose  
Judgement impaired  
Mania  
Nightmare  
Obsessive-compulsive personality disorder  
Self-injurious ideation  
Suicide attempt  
Thinking abnormal  
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6643801FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6643801 EXPEDITED (15-DAY) OT US-PFIZER
INC-2008000800

56 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion CHANTIX S  
Convulsive threshold lowered LISINOPRIL C  
Drug interaction LUNESTA C  
Blood pressure decreased BACLOFEN C  
Fall AVODART C  
Eye injury CENTRUM SILVER C  
Concussion ACETYLSALICYLIC ACID C  
Bedridden CALCIUM CARBONATE C  
Pneumonia FOLIC ACID C  

TRAZODONE HYDROCHLORIDE C  
ALBUTEROL C INHALATION  
UNSPECIFIED INGREDIENT C INHALATION  
VICODIN C  
TYLENOL C  
ADVIL C  
MULTIVITAMINS C  
AVELOX C  
REBIF C  
BUSPAR C  
ANTIDEPRESSANTS C  
EFFEXOR XR S Daily Dose:375MG  
CARBAMAZEPINE S ORAL Daily Dose:1600MG  
KLONOPIN S  
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6650230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6650230 EXPEDITED (15-DAY) Y HO FR-WYE-G01567708 24 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Allergic granulomatous angiitis EFFEXOR S ORAL 100 mg total daily  WYETH
Transaminases increased  
6650243FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6650243 EXPEDITED (15-DAY) N HO DE-WYE-G01562808 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Drug dependence  
Paraesthesia  
6650487FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6650487 EXPEDITED (15-DAY) N HO,OT US-WYE-H04175508 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Psychotic disorder EFFEXOR XR S dose and frequency

unspecified
 WYETH

Activities of daily living impaired EFFEXOR XR S "began the withdrawal
steps"

 WYETH

Intentional self-injury  
Self-injurious ideation  
Suicidal ideation  
Verbal abuse  
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6650599FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-May-2008 6650599 EXPEDITED (15-DAY) N HO A0729028A 76 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pain in extremity AVODART S ORAL .5MG Per day  GLAXOSMITHKLINE
Headache CARBOPLATIN S 1 DAY
Dyskinesia VEPESID S 1 DAY
Arthralgia EFFEXOR XR S ORAL 37.5MG Per day  
Gait disturbance CISPLATIN S  
Nausea TAXOTERE S  
Vomiting METFORMIN HYDROCHLORIDE C  GLAXOSMITHKLINE

ALLOPURINOL C  GLAXOSMITHKLINE
OXYCODONE HYDROCHLORIDE C  
AMBIEN C  
ZANTAC C  GLAXOSMITHKLINE

6662092FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6662092 DIRECT 37 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Paraesthesia EFFEXOR S  
6663148FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-May-2008 6663148 EXPEDITED (15-DAY) Y OT 2008S1008223 84 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension MOXONIDINE S ORAL ; ONCE; ORAL  
Somnolence AMLODIPINE S ORAL ; ORAL  
Intentional overdose LISINOPRIL (LISINOPRIL) S ORAL ; ORAL  

VENLAFAXINE HYDROCHLORIDE S ORAL ; ORAL  
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6629334FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6629334 EXPEDITED (15-DAY) Y DE NL-WYE-G01479508 59 YR Female NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Subarachnoid haemorrhage EFFEXOR XR S ORAL  WYETH
6652795FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6652795 EXPEDITED (15-DAY) Y DS GB-BRISTOL-MYERS
SQUIBB
COMPANY-14205785

50 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Deafness neurosensory ARIPIPRAZOLE S  

ACAMPROSATE CALCIUM S  
DIAZEPAM S  
MIRTAZAPINE S  
VENLAFAXINE HYDROCHLORIDE S  

6653154FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-May-2008 6653154 EXPEDITED (15-DAY) Y HO,LT US-WYE-H04176108 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S  WYETH
Serotonin syndrome AMFEBUTAMONE C  UNKNOWN
Dysarthria OLANZAPINE S  UNKNOWN
Gait disturbance FLUOXETINE HCL S  

METHADONE HYDROCHLORIDE S  UNKNOWN

Page: 3,046 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6541833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6541833 EXPEDITED (15-DAY) Y HO,OT US-PFIZER
INC-2008007755

25 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Road traffic accident XANAX S ORAL  
Suicidal ideation XANAX S  
Intentional overdose LEXAPRO S ORAL  
Suicide attempt LEXAPRO S  
Anger EFFEXOR S  
Agitation PAROXETINE HYDROCHLORIDE S ORAL  
Depression PAROXETINE HYDROCHLORIDE S  
Anxiety RISPERDAL C Daily Dose:9MG  

LITHIUM C  
6650229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Jun-2008 6650229 EXPEDITED (15-DAY) Y OT NO-WYE-G01585108 55 YR Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S  WYETH
Blood cholesterol increased BUSPAR C  ASTRAZENECA
Blood triglycerides increased VALLERGAN C  

MELATONIN C  UNKNOWN
LYRICA C  PFIZER
LYRICA C  PFIZER
CHLORPROTHIXENE
HYDROCHLORIDE

C 15 mg, not further
specified

 

ZYPREXA C 4 MTH
MIANSERIN HYDROCHLORIDE C  
EFFEXOR S  WYETH
SEROQUEL S ORAL  ASTRAZENECA
SEROQUEL S ORAL  ASTRAZENECA
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5815522FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 5815522 EXPEDITED (15-DAY) N OT B0376988A 18 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome PAROXETINE HYDROCHLORIDE S UNKNOWN  GLAXOSMITHKLINE
Personality disorder VENLAFAXINE HYDROCHLORIDE S  
Depressed mood ZOPICLONE C  GLAXOSMITHKLINE
Poor quality sleep VALERIANA OFFICINALIS ROOT C  GLAXOSMITHKLINE
Anxiety  
Depression  
Intentional overdose  
Negativism  
Self-injurious ideation  
Social avoidant behaviour  
Suicidal ideation  
Tearfulness  
Terminal insomnia  
6536432FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6536432 EXPEDITED (15-DAY) Y OT FR-WYE-G00902108 66 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Asthenia EFFEXOR S ORAL  WYETH
Hyperhidrosis EFFEXOR S ORAL 21 DAY WYETH
Loss of libido EFFEXOR S ORAL 4 DAY WYETH
Suicidal ideation CASODEX S ORAL  ZENECA
Hyperglycaemia CASODEX S ORAL unknown  ZENECA
Malaise NOLVADEX S ORAL  
Fatigue PIASCLEDINE C ORAL  
Unevaluable event BROMAZEPAM C ORAL 1/4 to 1/2 tablet daily  ROCHE

BROMAZEPAM C ORAL 1/2 tablet daily  ROCHE
PRAZEPAM C ORAL 10 mg daily  

6650648
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6650648
FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Jun-2008 6650648 EXPEDITED (15-DAY) N OT NO-WYE-G01584008 Male NOR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL dose unknown  WYETH
Depression CIPRALEX S ORAL dose unknown  LUNDBECK
Dizziness LEVOMEPROMAZINE S ORAL dose unknown  AVENTIS
Drug withdrawal syndrome ZOLOFT S ORAL daily dose 150 mg  PFIZER
Feeling abnormal ANAFRANIL S ORAL dose unknown  NOVARTIS
Erectile dysfunction BUPRENORPHINE

HYDROCHLORIDE
C ORAL dose unknown  UNKNOWN

Fatigue CARISOPRODOL C ORAL dose unknown  
Unevaluable event CODEINE PHOSPHATE C  

SURMONTIL C ORAL dose unknown  
PAROXETINE HYDROCHLORIDE C ORAL dose unknown  UNKNOWN
CITALOPRAM HYDROBROMIDE C ORAL dose unknown  
AKINETON C ORAL dose unknown  KNOLL
REMERON C ORAL dose unknown  
CAFFEINE\CARISOPRODOL C ORAL dose unknown  
ZANTAC C ORAL dose unknown  
ESUCOS C ORAL dose unknown  
ZOLPIDEM TARTRATE C ORAL dose unknown  
ZOPICLONE C ORAL dose unknown  
VENTOLIN C INHALATION dose unknown  
VALPROATE SODIUM C ORAL dose unknown  UNKNOWN
MIANSERIN HYDROCHLORIDE C ORAL dose unknown  
CHLORPROTHIXENE
HYDROCHLORIDE

C ORAL dose unknown  

OXAZEPAM C ORAL dose unknown  
ZYPREXA C ORAL dose unknown  
DIAZEPAM C ORAL dose unknown  
MORPHINE C  UNKNOWN
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6650648
Preferred Term Product Role Route Dosage Text Duration Manufacturer

VALLERGAN C ORAL dose unknown  
TRAMADOL HYDROCHLORIDE C ORAL dose unknown  
RIVOTRIL C ORAL dose unknown  ROCHE
ALPRAZOLAM C ORAL dose unknown  
LITHIUM CITRATE C ORAL dose unknown  
HEROIN C  UNKNOWN
CANNABIS C  UNKNOWN
AMPHETAMINE SULFATE C  UNKNOWN

7062288FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jun-2008 7062288 EXPEDITED (15-DAY) Y HO DE-WYE-G01526308 51 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount 16300

mg
1 DAY WYETH

Acidosis IBUPROFEN S ORAL overdose amount 23400
mg

1 DAY UNKNOWN

Bradycardia CEFUROXIME S ORAL overdose amount 6000
mg

1 DAY UNKNOWN

Convulsion UNSPECIFIED INGREDIENT S ORAL overdose amount
unknown

1 DAY

Respiratory failure HYPERICUM PERFORATUM S ORAL overdose amount
unknown

1 DAY

Cardiovascular insufficiency  
Hypotonia  
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6639440FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jun-2008 6639440 EXPEDITED (15-DAY) Y OT S08-USA-00478-01 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug ineffective CELEXA S ORAL 20 MG QD PO  
Suicidal ideation EFFEXOR S  
Homicidal ideation PERCOCET C  
Drug interaction AVAPRO C  
Anxiety PROTONIX C  
Headache OXYCONTIN C  
Palpitations PREMPRO C  
Anger  
Decreased appetite  
Malaise  
Tearfulness  
Tremor  

6517970FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2008 6517970 EXPEDITED (15-DAY) Y OT GB-WYE-G00822307 28 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pleural effusion EFFEXOR S ORAL  WYETH
Depression MIDODRINE C 5mg, frequency

unknown
 UNKNOWN

BRICANYL C INHALATION unknown  
LANSOPRAZOLE C unknown  UNKNOWN
SERETIDE C INHALATION unknown  GLAXO WELLCOME
PREGABALIN C  PFIZER
DIHYDROCODEINE BITARTRATE C unknown  UNKNOWN
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6650277FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

11-Jun-2008 6650277 EXPEDITED (15-DAY) Y HO IE-WYE-G01572808 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S ORAL  WYETH
Dizziness EFFEXOR S ORAL  WYETH
Chest discomfort MIRTAZAPINE S unknown  

MIRTAZAPINE S unknown  
SEROQUEL S unknown  UNKNOWN
SEROQUEL S unknown  UNKNOWN

6627124FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jun-2008 6627124 EXPEDITED (15-DAY) Y OT GB-WYE-G01378708 57 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR XR S ORAL  WYETH
Condition aggravated EFFEXOR XR S ORAL  WYETH
Anxiety EFFEXOR XR S ORAL 225 mg frequency

unknown
 WYETH

Diarrhoea LOSARTAN POTASSIUM C 100 mg frequency
unknown

 UNKNOWN

Confusional state NEBIVOLOL HYDROCHLORIDE C 5 mg frequency
unknown

 

DIAZEPAM C  UNKNOWN
DOXAZOSIN C 2 mg, frequency

unknown
 UNKNOWN

6567889FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6567889 EXPEDITED (15-DAY) Y OT DE-WYE-G01153908 61 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blindness unilateral VENLAFAXINE HYDROCHLORIDE S ORAL 128 DAY WYETH
Thrombosis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

STILNOX C ORAL half a tablet if required  
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6630311FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jun-2008 6630311 EXPEDITED (15-DAY) Y OT CH-WYE-G01462608 58 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Aggression EFFEXOR S ORAL  WYETH
Electroencephalogram abnormal EFFEXOR S ORAL dose less than 150 mg

per day
 WYETH

Antidepressant drug level above therapeutic ASPIRIN C ORAL  UNKNOWN
ZOCOR C ORAL  MERCK SHARP AND

DOHME

6308784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6308784 EXPEDITED (15-DAY) Y DE HQWYE039907MAY07 71 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  WYETH
Aggression ZOLOFT S  

ZOLOFT S  
ACCUPRIL C  
LIPITOR C  
HYDROCHLOROTHIAZIDE C  UNKNOWN
AMBIEN C  
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6591538FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6591538 EXPEDITED (15-DAY) Y HO,OT CH-WYE-G01250908 80 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Supraventricular tachycardia EFFEXOR S ORAL  WYETH
Fall CARDIOASPIRIN C ORAL  BAYER
Bronchopneumonia CLARITHROMYCIN C 7 DAY ABBOTT
Ventricular extrasystoles DAFALGAN C ORAL  
Supraventricular extrasystoles CALCIUM CARBONATE C ORAL  NYCOMED
Bundle branch block right CEFUROXIME AXETIL C 6 DAY
Extrapyramidal disorder TENORMIN C ORAL  
Bradyphrenia EFFEXOR S ORAL 37 DAY WYETH
Heart rate irregular EFFEXOR S ORAL  WYETH
Vertigo RISPERDAL CONSTA S INTRAMUSCULAR 32 DAY JANSSEN
Creatinine renal clearance decreased RISPERDAL CONSTA S INTRAMUSCULAR 582 DAY JANSSEN
Drug interaction RISPERDAL CONSTA S INTRAMUSCULAR 38 DAY JANSSEN
Bradycardia RISPERDAL CONSTA S INTRAMUSCULAR  JANSSEN
Atrial tachycardia  
6645468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6645468 EXPEDITED (15-DAY) Y HO,OT 2008-176050-NL 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Palpitations REMERON S 15 MG DAILY 20 DAY
Dizziness REMERON S 15 MG DAILY  
Atrial fibrillation EFFEXOR XR S 37.5 MG DAILY 3 DAY
Bundle branch block right EFFEXOR XR S 75 MG DAILY 3 DAY
Myocardial infarction EFFEXOR XR S 150 MG DAILY 27 DAY

EFFEXOR XR S 150 MG DAILY  
HYDROCHLOROTHIAZIDE C  
POTASSIUM CHLORIDE C  
SYNTHROID C  
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6647041FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Jun-2008 6647041 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2008042643

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anxiety CHANTIX S ORAL  
Depression ZOCOR C  
Drug effect decreased LISINOPRIL C  
Drug interaction EFFEXOR S  

EFFEXOR S  

6635764FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Jun-2008 6635764 EXPEDITED (15-DAY) N OT PHNU2008DE01734 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertensive crisis ALISKIREN S ORAL 75 mg/d 2 DAY NOVARTIS
Renin increased RAMIPRIL C 2.5 DF, BID  
Blood parathyroid hormone increased RAMIPRIL C 2.5-0-5 mg/d  
Blood pressure increased RAMIPRIL C 2.5 mg, BID  
Blood pressure systolic increased RAMIPRIL C 2.5-0-5 mg/d  
Blood pressure inadequately controlled DOXAZOSIN C 0.5 mg, BID  
Drug interaction DOXAZOSIN C 0.5-0-1-0 mg/d  

ALISKIREN S ORAL 150 mg/d  NOVARTIS
VENLAFAXINE HYDROCHLORIDE S 75-0-37,5 mg/d  
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6636362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jun-2008 6636362 EXPEDITED (15-DAY) Y OT US-WYE-H03937308 56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR S unknown  WYETH
Suicidal ideation PERCOCET C unknown 113 DAY
Homicidal ideation PREMPRO C unknown  WYETH
Anger PROTONIX C 113 DAY WYETH
Tearfulness OXYCONTIN C 113 DAY PURDUE
Anxiety AVAPRO C 113 DAY SANOFI
Headache CELEXA S ORAL 61 DAY
Decreased appetite  
Malaise  
Palpitations  
Tremor  

6456706FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jun-2008 6456706 EXPEDITED (15-DAY) Y DS IT-WYE-G00525907 33 YR Female ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Osteonecrosis EFFEXOR S ORAL 2980 DAY WYETH

EFFEXOR S ORAL  WYETH
RISPERIDONE C ORAL  JANSSEN

6612462FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Jul-2008 6612462 EXPEDITED (15-DAY) Y OT PL-WYE-H03441408 30 YR Male POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic attack EFFEXOR XR S ORAL  WYETH
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6612977FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Jul-2008 6612977 EXPEDITED (15-DAY) Y OT PL-WYE-H03439908 50 YR Female POL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome EFFEXOR XR S ORAL 2 WEEK WYETH
Abdominal pain upper  
Gingival bleeding  
Skin lesion  

6625131FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Jul-2008 6625131 EXPEDITED (15-DAY) Y HO,OT DE-PFIZER
INC-2008034148

24 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose LYRICA S ORAL  
Drug dependence LYRICA S  
Somnolence LYRICA S  
Aggression LYRICA S  
Restlessness VENLAFAXINE HYDROCHLORIDE S ORAL  
Circulatory collapse EDRONAX S  

ALCOHOL S  
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6652978FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Jul-2008 6652978 EXPEDITED (15-DAY) Y HO,LT,OT US-WYE-H04172008 65 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S  WYETH
Amnesia EFFEXOR XR S  WYETH
Abnormal behaviour EFFEXOR XR S  WYETH
Suicide attempt EFFEXOR XR S ORAL  WYETH
Injury EFFEXOR XR S ORAL "prescribed 150 mg

daily"
 WYETH

Intentional product misuse VICODIN C 5/500  KNOLL
DIAZEPAM C 5 mg bid prn  UNKNOWN
DIAZEPAM C  UNKNOWN
PERCOCET C ORAL 5/325  
AVAPRO C ORAL  SANOFI
SPIRIVA C INHALATION unknown  BOEHRINGER INGELHEIM
ACETYLSALICYLIC ACID C  UNKNOWN
NEXIUM C  ASTRAZENECA
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5919214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jul-2008 5919214 EXPEDITED (15-DAY) N OT HQWYE144921OCT05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S unknown dose - tried to

come off of Effexor
"several times"

 WYETH

Abnormal dreams  
Anxiety  
Blood pressure fluctuation  
Dizziness  
Drug dependence  
Drug withdrawal syndrome  
Feeling abnormal  
Hot flush  
Hyperhidrosis  
Nausea  
Paraesthesia  
Sexual dysfunction  
Vertigo  
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6469592FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jul-2008 6469592 EXPEDITED (15-DAY) Y DE,OT GB-WYE-G00599907 56 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden cardiac death VENLAFAXINE HYDROCHLORIDE S ORAL 150 mg frequency

unknown
 WYETH

ASPIRIN C unknown  UNKNOWN
ATENOLOL C unknown  UNKNOWN
SIMVASTATIN C unknown  UNKNOWN
LERCANIDIPINE C unknown  UNKNOWN
PERINDOPRIL C unknown  UNKNOWN
PREMARIN C unknown  WYETH
PROPRANOLOL C unknown  UNKNOWN
AMITRIPTYLINE C unknown  UNKNOWN
IMDUR C unknown  ASTRAZENECA

6618289FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2008 6618289 EXPEDITED (15-DAY) Y OT US-
JNJFOC-20080404670

46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Disorientation INVEGA S ORAL  
Deafness EFFEXOR XR S ORAL  
Hyponatraemia EFFEXOR XR S ORAL  
Dizziness LAMICTAL C ORAL  
Tardive dyskinesia WELLBUTRIN XR C ORAL  
Muscular weakness NEURONTIN C ORAL  
Chills  
Flushing  
Hyperreflexia  
Muscle spasms  
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6650276FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Jul-2008 6650276 EXPEDITED (15-DAY) Y OT DE-WYE-G01566808 Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Asphyxia VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

6294301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6294301 EXPEDITED (15-DAY) N DS,OT HQWYE504104APR07 40 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL unknown  WYETH
Convulsion EFFEXOR XR S ORAL  WYETH
Paraesthesia EFFEXOR XR S ORAL  WYETH
Brain injury EFFEXOR XR S ORAL "1/2 capsule" 1 WEEK WYETH
Depression EFFEXOR XR S ORAL "1/4 capsule" 1 WEEK WYETH
Tinnitus EFFEXOR XR S ORAL  WYETH
Stress EFFEXOR XR S ORAL "used 3 starter packs in

reverse over a period of
1 1/2 months"

 WYETH

Headache  
Insomnia  
Panic attack  
Psychiatric symptom  
Suicidal ideation  
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6426634FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jul-2008 6426634 EXPEDITED (15-DAY) N HO,DS HQWYE111112SEP07 18 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S unknown  WYETH
Drug ineffective TRAZODONE HYDROCHLORIDE C unknown  UNKNOWN
Anxiety  
Feeling abnormal  
Hallucination, visual  
Injury  
Internal injury  
Intervertebral disc protrusion  
Mania  
Nervous system disorder  
Pain  
Paralysis  
Spinal cord injury  
Suicidal ideation  
Thoracic vertebral fracture  

6649266FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Jul-2008 6649266 EXPEDITED (15-DAY) Y OT FR-WYE-G01565708 60 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Angioedema EFFEXOR S ORAL  WYETH

INEXIUM C unknown  ASTRAZENECA
OXAZEPAM C  WYETH
PLAVIX C unknown  SANOFI
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6535180FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6535180 EXPEDITED (15-DAY) Y HO,LT DE-WYE-G00906408 50 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Sleep disorder VENLAFAXINE HYDROCHLORIDE S ORAL 14 DAY WYETH
Depression MIRTAZAPINE S ORAL 15 DAY UNKNOWN
Condition aggravated MIRTAZAPINE S  UNKNOWN
Traumatic lung injury TRIMIPRAMINE MALEATE S ORAL  UNKNOWN
Intentional self-injury TRIMIPRAMINE MALEATE S  UNKNOWN
Delusion  
Drug effect decreased  
Psychotic behaviour  
6649046FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jul-2008 6649046 EXPEDITED (15-DAY) Y DE,HO POMP-1000111 80 YR Male ITA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism MYOZYME S INTRAVENOUS 1200 MG,

INTRAVENOUS
 

Gastric neoplasm TICLOPIDINE HYDROCHLORIDE S ORAL ORAL  
Metastases to peritoneum RAMIPRIL S ORAL ORAL  
Respiratory disorder AVODART S 0.5 MG  
Pleural effusion EFFEXOR S ORAL 75 MG, ORAL  
General physical health deterioration  
Herpes zoster  
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6593412FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2008 6593412 EXPEDITED (15-DAY) Y HO,LT NUBN20080001 32 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state NUBAIN S INTRAVENOUS 20 MG, X 4 DAILY,

INTRAVENOUS
 

Agitation CYAMEMAZINE S ORAL 300 MG, DAILY, PER
ORAL

 

Somnolence DEROXAT S ORAL PER ORAL  
Respiratory failure EFFEXOR S ORAL PER ORAL  
Accidental overdose PERFALGAN S INTRAVENOUS 4 GM, ONCE DAILY,

INTRAVENOUS
 

ACUPAN S 6, DOSAGE FORM
DAILY,

 

AUGMENTIN S INTRAVENOUS 3 GM, DAILY,
INTRAVENOUS

 

6288572FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6288572 EXPEDITED (15-DAY) Y HO,OT FRWYE438112APR07 38 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount: 4.5 g

(90 tabs)
1 DAY WYETH

Antidepressant drug level increased  
Convulsion  
Maternal exposure during pregnancy  
Sinus tachycardia  
Tachycardia  
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6627091FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Aug-2008 6627091 EXPEDITED (15-DAY) Y IE-WYE-G01422108 22 YR Male IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 mg frequency

unknown
 WYETH

Visual impairment EFFEXOR XR S ORAL 75 mg frequency
unknown

 WYETH

Tinnitus EFFEXOR XR S ORAL 225 mg frequency
unknown

 WYETH

Hallucination, auditory EFFEXOR XR S ORAL 150 mg frequency
unknown

 WYETH

Hallucination, visual EFFEXOR XR S ORAL 75 frequency unknown  WYETH
Hallucination, tactile  

6630580FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2008 6630580 EXPEDITED (15-DAY) Y GR-PFIZER
INC-2008034764

41 YR Female GRC

Preferred Term Product Role Route Dosage Text Duration Manufacturer
No adverse event XANAX S ORAL Text:90 tablets total in

suicide attempt
 PFIZER

EFFEXOR XR S ORAL Text:Approx. 20-40 caps
total-suicide attempt
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6636840FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2008 6636840 EXPEDITED (15-DAY) Y DE,CA,OT GB-WYE-G01490708 35 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Congenital diaphragmatic hernia EFFEXOR S TRANSPLACENTAL 150 mg frequency

unknown
 WYETH

Maternal exposure during pregnancy OLANZAPINE S TRANSPLACENTAL 15 mg frequency
unknown

 UNKNOWN

Pulmonary hypoplasia CODEINE PHOSPHATE C TRANSPLACENTAL 60 mg frequency
unknown

 UNKNOWN

Neonatal disorder LACTULOSE C TRANSPLACENTAL 3.25 mg frequency
unknown

 UNKNOWN

Premature labour  

6629270FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Aug-2008 6629270 EXPEDITED (15-DAY) Y HO FR-WYE-G01452108 52 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypertension EFFEXOR S ORAL 150 mg total daily  WYETH
Left ventricular failure EFFEXOR S ORAL 225 mg total daily  WYETH
Metanephrine urine increased EFFEXOR S ORAL 150 mg total daily  WYETH
Alanine aminotransferase increased STILNOX C ORAL  
Aspartate aminotransferase increased  
Bundle branch block left  
Electrocardiogram ST segment abnormal  
Electrocardiogram T wave inversion  
Gamma-glutamyltransferase increased  
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6628208FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Aug-2008 6628208 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2008035424

26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania CHANTIX S ORAL  
Anxiety DESOGESTREL AND ETHINYL

ESTRADIOL
C  

Agitation EFFEXOR XR S  
Drug interaction  
Unevaluable event  

6640683FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Aug-2008 6640683 EXPEDITED (15-DAY) Y HO DE-WYE-G01526008 53 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL 30 capsules (overdose

amount 4500mg)
1 DAY WYETH

Condition aggravated  
Multiple sclerosis  
Personality change  
Suicide attempt  

6607984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Sep-2008 6607984 EXPEDITED (15-DAY) Y OT ES-WYE-G00507807 45 YR Male ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Hyperhidrosis LAMOTRIGINE C  UNKNOWN

ABILIFY S  BRISTOL MYERS SQUIBB
ABILIFY S  BRISTOL MYERS SQUIBB
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6635365FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Sep-2008 6635365 EXPEDITED (15-DAY) N OT US-WYE-H03937808 26 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction EFFEXOR XR S 75 mg frequency

unspecified
 WYETH

Anxiety DESOGESTREL C unknown  
Mania CHANTIX S ORAL  PFIZER
Dyspnoea  
Eye disorder  

6640158FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6640158 EXPEDITED (15-DAY) N DE,HO US-WYE-H04003808 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S  WYETH
Completed suicide KLONOPIN S  ROCHE
Suicidal ideation METHADONE HYDROCHLORIDE S  UNKNOWN
Cardio-respiratory arrest SEROQUEL S  UNKNOWN
6650834FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Sep-2008 6650834 EXPEDITED (15-DAY) Y OT IE-WYE-G01577808 Female IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac failure EFFEXOR S ORAL 9 DAY WYETH

EFFEXOR S ORAL 42 DAY WYETH
EFFEXOR S ORAL 63 DAY WYETH
EFFEXOR S 22 DAY WYETH
XANAX C ORAL 0.25 mg (frequency

unknown)
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6454228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Sep-2008 6454228 EXPEDITED (15-DAY) Y OT FI-PFIZER
INC-2007088081

22 YR Female FIN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Withdrawal syndrome LYRICA S ORAL Daily Dose:225MG  
Hallucination TRAMADOL HYDROCHLORIDE C  
Psychomotor hyperactivity TRAMADOL HYDROCHLORIDE C  
Migraine YASMIN C  
Panic reaction YASMIN C  
Palpitations LYRICA S  
Sensory disturbance VENLAFAXINE HYDROCHLORIDE S Daily Dose:75MG  
Anxiety  
Condition aggravated  
Diarrhoea  
Drug interaction  
Feeling cold  
Feeling hot  
Hyperhidrosis  
Insomnia  
Vomiting  
Weight decreased  

6593351FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Sep-2008 6593351 EXPEDITED (15-DAY) Y CA CH-WYE-G01252208 Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Autosomal chromosome anomaly EFFEXOR S TRANSPLACENTAL  WYETH
Congenital cleft hand  
Fibula agenesis  
Maternal exposure during pregnancy  
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6586107FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6586107 EXPEDITED (15-DAY) N OT US-WYE-H02986608 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL  WYETH
Paraesthesia EFFEXOR XR S ORAL 2 DAY WYETH
Depression EFFEXOR XR S ORAL  WYETH
Suicidal ideation PREVACID C  TAP
Feeling jittery  
Feelings of worthlessness  
Hyperhidrosis  
Nightmare  
Weight increased  
6765821FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Sep-2008 6765821 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2004070822

55 YR Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide DOXEPIN HYDROCHLORIDE S ORAL  

ACETYLSALICYLIC ACID S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
UNSPECIFIED INGREDIENT S  
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6513062FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2008 6513062 EXPEDITED (15-DAY) Y DE,HO A0700334A 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide PAXIL S ORAL 40MG Per day  GLAXOSMITHKLINE
Depression EFFEXOR S ORAL  
Suicidal ideation COZAAR C 50MG Per day  

DARVOCET C 100MG As required  
NEXIUM C 40MG Per day  
BUSPAR C 7.5MG Per day  
CELEBREX C 200MG Per day  
AMBIEN C 10MG Per day  
CARAFATE C 1G Three times per day  

6631476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Oct-2008 6631476 EXPEDITED (15-DAY) Y HO,OT US-WYE-H03682408 52 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL  WYETH
Asphyxia EFFEXOR XR S ORAL  WYETH
Intentional overdose AMBIEN S "a handful"  
Depression VITAMIN D C unknown  UNKNOWN
Suicidal ideation KLONOPIN C  ROCHE
Aggression XANAX C unknown  
Condition aggravated VITAMIN C C unknown  UNKNOWN
Drug ineffective RESTORIL C unknown  
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6689666FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Oct-2008 6689666 EXPEDITED (15-DAY) Y DE US-WYE-H01817707 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  WYETH
Gun shot wound PAXIL S  

CELEBREX C  
AMBIEN C  
NEXIUM C  ASTRAZENECA
COZAAR C  MERCK SHARP AND

DOHME
IRON C  UNKNOWN
BUSPAR C  ASTRAZENECA
RELAFEN C  
CARAFATE C  
ONE-A-DAY NOS C  
FOLIC ACID C  UNKNOWN
ASCORBIC ACID\CALCIUM
PANTOTHENATE
\CYANOCOBALAMIN\PYRIDOXINE
HYDROCHLORIDE\RIBOFLAVIN
\THIAMINE MONONITRATE

C  NOVOPHARM

KLONOPIN C  ROCHE

6592520FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Oct-2008 6592520 EXPEDITED (15-DAY) N HO US-
AVENTIS-200718324US

54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Thrombotic thrombocytopenic purpura KETEK S ORAL  AVENTIS
Coagulopathy KETEK S dose: UNK  AVENTIS
Thrombocytopenia KETEK S ORAL  AVENTIS
Congestive cardiomyopathy CYMBALTA S ORAL dose: UNK  
Mitral valve incompetence EFFEXOR XR S ORAL  
Cardiac failure congestive NEURONTIN S dose: UNK  
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6592520
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain natriuretic peptide increased TRAMADOL HYDROCHLORIDE S dose: UNK  
Troponin increased PREMARIN S dose: UNK  
Left ventricular dysfunction ANTIBIOTICS S dose: UNK  
Ejection fraction decreased NEURONTIN C dose: UNK  
Iron deficiency anaemia TRAMADOL HYDROCHLORIDE C dose: UNK  
Respiratory failure PREMARIN C dose: UNK  
Dyspnoea NAPROXEN SODIUM C dose: UNK  
Cough GUAIFENESIN

\PSEUDOEPHEDRINE
HYDROCHLORIDE

C dose: UNK  

Abdominal discomfort  
Blood bilirubin increased  
Blood creatinine increased  
Blood urea increased  
Confusional state  
Hepatic enzyme increased  
Hepatitis  
Mental status changes  
Metabolic acidosis  
Nausea  
Portal vein thrombosis  
Renal failure acute  
Retching  
Urinary tract infection enterococcal  
Urine output decreased  
Vomiting  
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6537225FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

21-Oct-2008 6537225 EXPEDITED (15-DAY) Y DE,OT GB-WYE-G00946108 39 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sudden death EFFEXOR S ORAL  WYETH
Hallucinations, mixed EFFEXOR S  WYETH
Haematemesis SODIUM OXYBATE S ORAL  ORPHAN

SODIUM OXYBATE S ORAL  ORPHAN
DEXTROAMPHETAMINE S ORAL unknown  UNKNOWN
DEXTROAMPHETAMINE S  UNKNOWN
OMEPRAZOLE C unknown  UNKNOWN

6270849FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6270849 EXPEDITED (15-DAY) Y HO,OT FRWYE026514MAR07 53 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Meningorrhagia EFFEXOR S ORAL 2 DAY WYETH
Blood pressure diastolic increased PROZAC S ORAL unknown  
Hearing impaired  
6552426FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Oct-2008 6552426 EXPEDITED (15-DAY) Y DE,OT JPI-P-002912 39 YR Male BEL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination, auditory XYREM S ORAL 4.5 GM (2.25 GM,2 IN 1

D), ORAL;  2.5 GM (1.25
GM, 2 IN 1 D), ORAL

 

Haematemesis DEXTROAMPHETAMINE S 60-100 MG/DAY  
Sudden death VENLAFAXINE S 150 MG, 1 D  
Laryngeal disorder OMEPRAZOLE C  
Cerebral atrophy  
Toxicity to various agents  
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6647668FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Oct-2008 6647668 EXPEDITED (15-DAY) Y HO CH-WYE-H04090008 41 YR Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Panic disorder VENLAFAXINE HYDROCHLORIDE S unknown  WYETH
Alcohol abuse TRAZODONE HYDROCHLORIDE S unknown  UNKNOWN
Schizoaffective disorder OLANZAPINE S unknown  UNKNOWN
Depressive symptom  

4159826FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 4159826 EXPEDITED (15-DAY) Y OT HQWYE225603JUN04 31 YR Female AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S 75 mg (frequency

unspecified)
 WYETH

Akathisia EFFEXOR S 150 mg (frequency
unspecified)

 WYETH

Physical assault EFFEXOR S 300 mg (frequency
unspecified)

 WYETH

Hallucination, auditory EFFEXOR S 450 mg (frequency
unspecified)

 WYETH

Judgement impaired EFFEXOR S  WYETH
Thinking abnormal PAROXETINE HYDROCHLORIDE S ORAL 20 mg (frequency

unspecified)
 

Suicide attempt PAROXETINE HYDROCHLORIDE S ORAL 30 mg (frequency
unspecified)

 

Homicidal ideation UNSPECIFIED INGREDIENT C  UNKNOWN
Asthenia  
Condition aggravated  
Drug ineffective  
Feeling of despair  
Partner stress  
Somnolence  
Unevaluable event  
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6627090FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Nov-2008 6627090 EXPEDITED (15-DAY) Y HO,OT IE-WYE-G01446008 Unknown IRL

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR S unknown  WYETH
Alcoholism  
Apathy  
Bipolar I disorder  
Condition aggravated  
Delusional disorder, unspecified type  

6622348FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Nov-2008 6622348 EXPEDITED (15-DAY) Y DE,HO,OT US-PFIZER
INC-2008022112

75 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Sepsis SUTENT S ORAL  
Amnesia CELEXA S Daily Dose:20MG  
Haemolysis EFFEXOR S  
Metabolic function test abnormal SYNTHROID C  
Confusional state PREMARIN C  
Lethargy FOSAMAX C  
Oral discomfort FOLIC ACID C  
Stomatitis ALLOPURINOL C  
Oral pain MULTIVITAMINS C  
Dizziness  
Dysgeusia  
Enterococcal infection  
Escherichia infection  
Gait disturbance  
Headache  
Hypophagia  
Klebsiella infection  
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6647780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Nov-2008 6647780 EXPEDITED (15-DAY) Y DE,HO,LT CH-WYE-G01575308 67 YR Male CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ileus paralytic CLINDAMYCIN S ORAL 7 DAY UNKNOWN
Subileus CLOZAPINE S ORAL 200 to 400 mg per day 4190 DAY
Asthenia CLOZAPINE S ORAL 451 DAY
Pain in extremity CLOZAPINE S ORAL 18 DAY
Blood pressure systolic decreased ATORVASTATIN CALCIUM C ORAL  UNKNOWN
Dyspnoea FLORINEF ACETATE C ORAL 0.1 to 0.2 mg per day  
Dizziness PANTOZOL C ORAL  WYETH
Furuncle BIOTIN\CALCIUM

PANTOTHENATE
\CYANOCOBALAMIN\PYRIDOXINE
\RIBOFLAVIN\THIAMINE

C  ROCHE

General physical health deterioration PIROXICAM C ORAL 221 DAY UNKNOWN
Weight increased MAGNESIUM C ORAL 1 bottle per day 86 DAY UNKNOWN
Drug interaction MAGNESIUM C ORAL 2 bottles per day 13 DAY UNKNOWN
Hypotension TRANSIPEG C ORAL 1 bottle per day 640 DAY
Loss of consciousness PARAFFIN C ORAL 914 DAY UNKNOWN
Cardiac arrest ACETYLCYSTEINE C ORAL  
Aspiration EFFEXOR S ORAL  WYETH
Arteriosclerosis MEBEVERINE HYDROCHLORIDE S ORAL 914 DAY SOLVAY
Aortic dilatation  
Benign prostatic hyperplasia  
Cardiac failure  
Cardiac hypertrophy  
Cholelithiasis  
Emphysema  
Gastritis  
Goitre  
Hydrocele  
Hypertension  
Osteoporosis  
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6647780
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Pulmonary embolism  
Renal cyst  
Renal failure acute  
Rib fracture  
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4152664FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Nov-2008 4152664 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20040502832

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Accidental overdose DURAGESIC S TRANSDERMAL  
Suicide attempt DURAGESIC S TRANSDERMAL  
Cardio-respiratory arrest DURAGESIC S TRANSDERMAL  
Unresponsive to stimuli DURAGESIC S TRANSDERMAL  
Haematemesis DURAGESIC S TRANSDERMAL  
Aspiration DURAGESIC S TRANSDERMAL  
Toxicity to various agents NEURONTIN S  
Toxicity to various agents EFFEXOR S  
Burn infection ATENOLOL C  
Rash LORAZEPAM C  
Pain FLEXERIL C  
Insomnia BEXTRA C  
Dizziness TEMAZEPAM C  
Fall TOPAMAX C  
Ulnar nerve injury AMBIEN C  
Muscle spasms ZYBAN C  
Postoperative wound infection OXYCONTIN C ORAL  
Headache AVINZA C  
Precancerous cells present AVINZA C  
Blood urine present  
Depression  
Petechiae  
Sinus headache  
Therapeutic response decreased  
Upper respiratory tract infection  
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6532859FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Dec-2008 6532859 EXPEDITED (15-DAY) Y OT TR-WYE-H02100408 59 YR Female TUR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parapsoriasis EFFEXOR S ORAL  WYETH

EFFEXOR S ORAL gradually increased  WYETH
EFFEXOR S ORAL  WYETH

6508171FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Dec-2008 6508171 EXPEDITED (15-DAY) N DE AU-WYE-G00772507 22 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Loss of consciousness EFFEXOR S ORAL unknown  WYETH

MOCLOBEMIDE S ORAL unknown  ROCHE

6112264FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6112264 EXPEDITED (15-DAY) Y OT ESWYE481102AUG06 36 YR Female ESP

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Weight increased VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Hypertrichosis VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH

SERTRALINE HYDROCHLORIDE S ORAL 313 DAY
6509756FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6509756 EXPEDITED (15-DAY) N DE AU-WYE-G00772607 29 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death EFFEXOR S ORAL unknown  WYETH

MOCLOBEMIDE S ORAL unknown  ROCHE
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6611526FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Dec-2008 6611526 EXPEDITED (15-DAY) N HO DE-WYE-G01348708 69 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Drug effect decreased VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Hypertension VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Bronchitis chronic VENLAFAXINE HYDROCHLORIDE S ORAL unknown dose  WYETH
Cardiomegaly VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
Hyperhidrosis  
Muscular weakness  

3923386FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 3923386 NON-EXPEDITED Y CA HQWYE033613MAR03 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cytogenetic abnormality EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER  DAY,

TRANSPLACENTAL
 

VITAMINS NOS C  
3962335FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 3962335 NON-EXPEDITED Y HO HQWYE570111JUN03 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Respiratory disorder neonatal EFFEXOR XR S TRANSPLACENTAL 300 MG 1X PER 1 DAY,

TRANSPLACENTAL ;
450 MG 1X PER 1 DAY,
TRANSPLACENTAL

 

Neonatal disorder SEROQUEL S TRANSPLACENTAL 300 MG 1X PER 1 DAY,
TRANSPLACENTAL
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4148303FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 4148303 NON-EXPEDITED Y CA HQWYE954618MAY04 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Talipes EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

Maternal exposure during pregnancy VITAMINS NOS (VITAMINS NOS) C  
SYNTHROID C  
PROMETRIUM C  

5757924FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 5757924 NON-EXPEDITED Y HO HQWYE465022FEB05 Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome neonatal EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL ;

TRANSPLACENTAL
 

Feeding disorder neonatal KEFLEX C  
Maternal exposure during pregnancy  
Meconium in amniotic fluid  
Neonatal respiratory distress syndrome  
Pulmonary oedema neonatal  
5832373FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 5832373 NON-EXPEDITED N OT HQWYE504216JUN05 < 1 DAY Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotonia neonatal EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Developmental delay  
Feeding disorder of infancy or early childhood  
Speech disorder developmental  
Underweight  
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5938984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 5938984 NON-EXPEDITED Y CA HQWYE594017NOV05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoplastic left heart syndrome EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Maternal exposure during pregnancy  
5973174FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 5973174 NON-EXPEDITED Y OT HQWYE732720JAN05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotonia neonatal EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Maternal exposure during pregnancy  
6021698FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6021698 NON-EXPEDITED Y OT HQWYE320214MAR06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Attention deficit/hyperactivity disorder EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Developmental delay  
Maternal exposure during pregnancy  
6089071FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6089071 NON-EXPEDITED Y HO HQWYE624101APR05 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotonia neonatal EFFEXOR XR S TRANSPLACENTAL TRANSPLACENTAL  
Feeding disorder neonatal  
Maternal exposure during pregnancy  

Page: 3,083 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6205362FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6205362 NON-EXPEDITED Y OT HQWYE442306DEC06 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscular weakness EFFEXOR XR S TRANSPLACENTAL DOSE AND

FREQUENCY
UNSPECIFIED,
TRANSPLACENTAL

 

Developmental delay  
Maternal exposure during pregnancy  
6252314FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6252314 NON-EXPEDITED Y OT HQWYE154228FEB07 < 1 DAY Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Foetal heart rate decreased EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Neonatal anoxia ZOLOFT C  
6299787FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6299787 NON-EXPEDITED Y OT HQWYE124819APR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Premature baby EFFEXOR XR S TRANSMAMMARY 150 MG 1X PER 1 DAY,

TRANSMAMMARY
 

Asthenopia EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,
TRANSPLACENTAL

 

Exposure during breast feeding  
Night sweats  
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6569928FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6569928 NON-EXPEDITED N DE HQWYE486124OCT06 27 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
Drug ineffective ACETAMINOPHEN S  
Suicidal ideation UNSPECIFIED INGREDIENT S  
Intentional overdose PROPOXYPHENE S  

WELLBUTRIN XL S  
LITHIUM CARBONATE (LITHIUM
CARBONATE)

C  

AMBIEN C  
XANAX C  
TRILEPTAL C  
ZOLOFT C  
RISPERDAL C  
LAMICTAL C  
DEPAKOTE C  
TEGRETOL C  
ZYPREXA C  

6570013FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6570013 NON-EXPEDITED Y OT HQWYE313225SEP07 28 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

XANAX C  
ALBUTEROL (SALBUTAMOL) C  
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6570671FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6570671 NON-EXPEDITED Y HO,OT HQWYE152813SEP07 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Dystonia EFFEXOR XR S ORAL 37.5 MG 1X PER 1

DAY, ORAL
1 DAY

Tremor  
6570697FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6570697 NON-EXPEDITED Y HO,DS,OT HQWYE103511SEP07 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Blood pressure decreased EFFEXOR XR S ORAL "37.5 MG TO 375 MG

ONCE DAILY TO
TWICE DAILY", ORAL

 

Heart rate decreased ABILIFY S ORAL 15 MG 1X PER 1 DAY,
ORAL

 

Syncope BUSPIRONE HYDROCHLORIDE S ORAL 15 MG 1X PER 1 DAY,
ORAL

 

RITALIN S ORAL 30 MG 1X PER 1 DAY,
ORAL

 

COZAAR C  
METOPROLOL C  

6570718FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6570718 NON-EXPEDITED N DE,HO HQWYE624114MAR07 18 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
Mood swings SEROQUEL S "50 MG"  
Apathy  
Depression  
Energy increased  
Insomnia  
Self esteem inflated  
Suicidal ideation  
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6571798FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6571798 NON-EXPEDITED Y HO HQWYE800824APR07 50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL 75 MG 2X PER 1 DAY,

ORAL
 

Loss of consciousness NEXIUM (ESOMEPRAZOLE) C  
Depression  
Dizziness  
Drug withdrawal syndrome  
Electric shock  
Paraesthesia  
6571852FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6571852 NON-EXPEDITED Y OT HQWYE092711SEP07 46 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gamma-glutamyltransferase increased EFFEXOR XR S ORAL 225 MG 1X PER 1 DAY,

ORAL
 

Blood alkaline phosphatase increased HYDROCCHLOROTHIAZIDE
(HYDROCHLOROTHIAZIDE)

C  

Aspartate aminotransferase increased METOPROLOL TARTRATE C  
Alanine aminotransferase increased  
6571929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6571929 NON-EXPEDITED Y OT HQWYE016201DEC06 Unknown USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Convulsion neonatal EFFEXOR XR S TRANSPLACENTAL 150 MG 1X PER 1 DAY,

TRANSPLACENTAL
 

Maternal exposure during pregnancy LEVOXYL C  
ALBUTEROL (SALBUTAMOL) C  
PREDNISONE C  
FLOVENT C  
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6579984FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6579984 NON-EXPEDITED Y OT US-WYE-H00456407 25 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

XANAX C  
SEASONALE (0.15MG
LEVONORGESTREL/0.03MG
ETHINYL ESTRADIOL)

C  

6579989FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6579989 NON-EXPEDITED Y OT US-WYE-H00622107 28 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Urinary retention EFFEXOR XR S ORAL 150 MG 1X PER 1 DAY,

ORAL
 

REMERON C  
TRICYCLEN
(ETHINYLESTRADIOL/
NORGESTIMATE)

C  

6689663FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6689663 NON-EXPEDITED N DE US-WYE-H00776007 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  
Depression XANAX C  
Insomnia  
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6967061FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Dec-2008 6967061 NON-EXPEDITED Y HO HQWYE065613AUG03 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Apnoea neonatal EFFEXOR XR S TRANSPLACENTAL 75 MG 3X PER 1 DAY,

ORAL ; 150 MG 3X PER
1 DAY, ORAL

 

Apgar score low WELLBUTRIN S TRANSPLACENTAL 150 MG 2X PER 1 DAY,
TRANSPLACENTAL

 

Feeding disorder neonatal  

6532557FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Dec-2008 6532557 EXPEDITED (15-DAY) Y DE US-
BAXTER-2008BH000516

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death DIAZEPAM S UNKNOWN Dose unit:UNKNOWN  
Cardio-respiratory arrest QUETIAPINE S UNKNOWN Dose unit:UNKNOWN  

OXYCODONE HYDROCHLORIDE
AND ACETAMINOPHEN

S UNKNOWN Dose unit:UNKNOWN  

VENLAFAXINE S UNKNOWN Dose unit:UNKNOWN  
IBUPROFEN S UNKNOWN Dose unit:UNKNOWN  
HYDROCHLOROTHIAZIDE S UNKNOWN Dose unit:UNKNOWN  

6635366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Jan-2009 6635366 EXPEDITED (15-DAY) Y HO US-WYE-H03860108 51 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hallucination EFFEXOR XR S ORAL unknown 7 DAY WYETH
Insomnia EFFEXOR XR S NASAL 33 DAY WYETH
Psychomotor hyperactivity ZYPREXA S unknown  
Drug ineffective REMERON S unknown  
Decreased appetite  
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6530721FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jan-2009 6530721 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2008003024

48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Parkinson's disease GEODON S  PFIZER
Abasia LAMICTAL S  
Fall EFFEXOR S  
Visual impairment DEPAKOTE C  
Mania SEROQUEL C  
Tardive dyskinesia RISPERIDONE C  
Adverse drug reaction  
Anxiety  
Disability  
Drug ineffective  
Feeling abnormal  
Insomnia  
Lower limb fracture  
Nystagmus  
Schizoaffective disorder  
Toxicity to various agents  
Weight increased  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6289515FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Jan-2009 6289515 EXPEDITED (15-DAY) Y HO,CA,OT FRWYE436212APR07 Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cyanosis neonatal EFFEXOR S TRANSPLACENTAL 37,5 mg total daily  WYETH
Foetal growth restriction LORMETAZEPAM S TRANSPLACENTAL  SCHERING
Erythrosis EQUANIL S TRANSPLACENTAL 200 mg total daily  WYETH
Polycythaemia TRANXENE T-TAB S TRANSPLACENTAL unknown  
Premature baby TRANXENE T-TAB S TRANSPLACENTAL 30 mg total daily  
Maternal exposure during pregnancy CYTOTEC C TRANSPLACENTAL unknown  
Jaundice neonatal DAFALGAN C TRANSPLACENTAL unknown  
Haemangioma of skin VALERIAN EXTRACT C TRANSPLACENTAL unknown  UNKNOWN
Feeding disorder neonatal CRATAEGUS EXTRACT C TRANSPLACENTAL unknown  UNKNOWN
Poor sucking reflex PASSIFLORA EXTRACT C TRANSPLACENTAL unknown  UNKNOWN
Dysphagia BISOPROLOL FUMARATE C TRANSPLACENTAL unknown  UNKNOWN
Cow's milk intolerance  

6645084FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

28-Jan-2009 6645084 EXPEDITED (15-DAY) Y OT LU-WYE-G01525208 Female LUX

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Developmental delay EFFEXOR S  WYETH
Ataxia  
Hypokinesia neonatal  

6541471FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6541471 EXPEDITED (15-DAY) Y HO RU-WYE-H02210908 33 YR Female RUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fall EFFEXOR XR S ORAL  WYETH
Joint dislocation ZOPICLONE S ORAL  UNKNOWN
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Detailed Report
6542181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Feb-2009 6542181 EXPEDITED (15-DAY) Y DE PAR_01909_2008 54 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide HYDROXYZINE S ORAL (DF ORAL)  
Poisoning deliberate DILTIAZEM S ORAL (DF ORAL)  

VENLAFAXINE HYDROCHLORIDE S ORAL (DF ORAL)  
CYCLOBENZAPRINE S ORAL (DF ORAL)  

6122624FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Feb-2009 6122624 EXPEDITED (15-DAY) N DE US-
JNJFOC-20060900282

33 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypoventilation DURAGESIC S TRANSDERMAL  
Drug interaction DURAGESIC S TRANSDERMAL  
Toxicity to various agents DURAGESIC S TRANSDERMAL  
Overdose ACTIQ C  

AMBIEN C  
VALIUM S  
EFFEXOR S  
EFFEXOR S  
EFFEXOR S  

6126833FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Feb-2009 6126833 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20060901825

53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide TRAMADOL HYDROCHLORIDE S ORAL  
Toxicity to various agents LAMOTRIGINE S ORAL  
Hypoxic-ischaemic encephalopathy OLANZAPINE S ORAL  

VENLAFAXINE HYDROCHLORIDE S  
LITHIUM S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6140196FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6140196 EXPEDITED (15-DAY) Y HO HQWYE414307SEP06 1 DAY Unknown CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Necrotising enterocolitis neonatal EFFEXOR S TRANSPLACENTAL  WYETH
Premature baby BETAMETHASONE C  UNKNOWN
Neonatal respiratory failure ZITHROMAX C unknown 4 DAY
Neonatal respiratory distress syndrome  
6140202FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Feb-2009 6140202 EXPEDITED (15-DAY) Y HO HQWYE608613SEP06 Female CHE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Placenta praevia haemorrhage EFFEXOR S  WYETH
Premature labour BETAMETHASONE C  UNKNOWN
Maternal exposure during pregnancy ZITHROMAX C unknown 4 DAY

4088713FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2009 4088713 NON-EXPEDITED N A0430677A 50 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Headache LAMICTAL S ORAL 125MG Per day 5 YR GLAXOSMITHKLINE
Nausea EFFEXOR S ORAL 75MG Per day  
Adverse drug reaction  
Amnesia  
Drug ineffective  
Insomnia  
Tinnitus  
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Freedom of Information Act (FOIA) 

Detailed Report
6546812FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Mar-2009 6546812 EXPEDITED (15-DAY) N HO,CA A0681242A < 1 DAY Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Patent ductus arteriosus PAXIL S 40MG Per day  GLAXOSMITHKLINE
Persistent foetal circulation PROZAC S 20MG Per day  
Failure to thrive EFFEXOR S 150MG Per day  
Pneumonia ZOLOFT S ORAL 100MG Per day  
Atrial septal defect PRENATAL VITAMINS C  
Gastrooesophageal reflux disease REGLAN C  GLAXOSMITHKLINE
Maternal exposure during pregnancy ATIVAN C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6159371FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2009 6159371 EXPEDITED (15-DAY) Y OT GBWYE324323JAN06 27 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Labour complication VENLAFAXINE HYDROCHLORIDE S ORAL 554 DAY WYETH
Maternal exposure during pregnancy VOLTAROL C 50mg , frequency

unspecified
 NOVARTIS

Otitis externa LACTULOSE C 3.35g/5ml; 5 ml bd  UNKNOWN
Back pain GENTAMICIN C 0.3%+1%, 10ml tds  UNKNOWN
Sciatica LOESTRIN 1.5/30 21 DAY C dose unknown, once

daily
 

Upper respiratory tract infection LEVONORGESTREL C ORAL  SCHERING
Arthralgia LOESTRIN 1.5/30 21 DAY C Unknown dose, once

daily
 

Skin irritation NICORETTE C 2mg PRN  
Tinea pedis AMOXICILLIN C  UNKNOWN
Nipple pain NICOTINE C 10mg, PRN  
Lactation disorder CLOTRIMAZOLE C 1%+1%, bd 30g  UNKNOWN
Galactostasis GAVISCON C ORAL 500ml, after meals  BOEHRINGER INGELHEIM
Hypotension DIHYDROCODEINE BITARTRATE C Unknown  UNKNOWN
Blood alkaline phosphatase increased FLUCLOXACILLIN C  UNKNOWN
Rash GLYCERIN C RECTAL Dose unknown,

frequency 1-2
 UNKNOWN

Pain CO-AMOXICLAV C 250/125, tds  UNKNOWN
Infrequent bowel movements DIHYDROCODEINE BITARTRATE C unknown  UNKNOWN
Biopsy  
Exposure during breast feeding  
Faecaloma  
Headache  
Oedema peripheral  
Skin infection  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6180228FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Jul-2009 6180228 EXPEDITED (15-DAY) N DE AUWYE502413NOV06 29 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Serotonin syndrome EFFEXOR S  WYETH
Malaise MOCLOBEMIDE S  ROCHE
Drug abuser  
Eye disorder  
Pulse absent  
Tremor  

6183040FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Jul-2009 6183040 EXPEDITED (15-DAY) N DE,HO AUWYE502113NOV06 22 YR Male AUS

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose EFFEXOR S  WYETH
Loss of consciousness MOCLOBEMIDE S  ROCHE
Drug abuser  
Malaise  
Serotonin syndrome  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5826134FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Jul-2009 5826134 EXPEDITED (15-DAY) Y DE,HO,OT HQWYE554405MAY05 47 YR Female CAN

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S ORAL approximately 100

capsules, (150 mg)
(overdose amount)

1 DAY WYETH

Acute respiratory distress syndrome  
Aspiration  
Bezoar  
Cerebral infarction  
Completed suicide  
Convulsion  
Depressed level of consciousness  
Hypotension  
Renal failure  
Respiratory arrest  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6291623FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2009 6291623 EXPEDITED (15-DAY) N HO,OT SEWYE483317APR07 Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR S ORAL  WYETH
Suicidal ideation MIANSERIN HYDROCHLORIDE C unknown  

DESOGESTREL C unknown  
LEVOMEPROMAZINE C unknown  AVENTIS
PARACETAMOL C unknown  UNKNOWN
METRONIDAZOLE C unknown  UNKNOWN
ZOPICLONE C unknown  
OXAZEPAM C unknown  
RISPERDAL C unknown  JANSSEN
ZIPRASIDONE C unknown  PFIZER
NIZATIDINE C unknown  
AMPICILLIN C unknown  UNKNOWN
ZOLOFT C unknown  PFIZER
ZOPICLONE C unknown  

6259219FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2009 6259219 EXPEDITED (15-DAY) N HO,OT US-
ASTRAZENECA-2006U
W21906

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ovarian cyst SEROQUEL S ORAL 100-200 MG 2 MTH
Diabetes mellitus SEROQUEL S ORAL 100-200 MG 2 MTH
Neuroleptic malignant syndrome SEROQUEL S ORAL 1 MTH
Diabetic neuropathy SEROQUEL S ORAL 1 MTH
Diabetic nephropathy SEROQUEL S ORAL 100 MG-200 MG  
Blood cholesterol increased SEROQUEL S ORAL 100 MG-200 MG  
Hyperlipidaemia ABILIFY S 1 YR
Blood triglycerides increased ABILIFY S ORAL  

GEODON S  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6259219
Preferred Term Product Role Route Dosage Text Duration Manufacturer

GEODON S 80 MG  
RISPERDAL S 17 MTH
RISPERDAL S ORAL  
THORAZINE S 1 YR
THORAZINE S  
PERPHENAZINE S 1 YR
LEXAPRO S  
TRAZODONE HYDROCHLORIDE S ORAL 100 MG-150 MG 4 MTH
TRAZODONE HYDROCHLORIDE S ORAL 100 MG-150 MG 4 MTH
TRAZODONE HYDROCHLORIDE S ORAL 100 MG-150 MG  
TRAZODONE HYDROCHLORIDE S ORAL 100 MG-150 MG  
EFFEXOR S ORAL  
PAXIL S  
ATIVAN S  
BUSPAR S  
AMITRIPTYLINE
HYDROCHLORIDE
\PERPHENAZINE

S  

REMERON S ORAL  
REMERON S ORAL  
LAMICTAL C ORAL 25 MG-200 MG  
LISINOPRIL C 10 MG-20 MG  
DETROL LA C  
CODEINE C 300-30 MG, 1-2

TABLETS EVERY 4 TO
6 HOURS AS NEEDED

 

METRONIDAZOLE C  
NABUMETONE C  
PROZAC C  
WELLBUTRIN C  
ZOLOFT C  
XANAX C  
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6259219
Preferred Term Product Role Route Dosage Text Duration Manufacturer

GLUCOPHAGE C ORAL 500 MG-2000 MG  
AVANDARYL C ORAL 4/2 MG  
MOTRIN C  
ALBUTEROL C 90 MCG INHALER  

6542549FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Oct-2009 6542549 EXPEDITED (15-DAY) Y HO,DS US-WYE-H02362608 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Tubulointerstitial nephritis EFFEXOR S  WYETH
Transient ischaemic attack EFFEXOR XR S  WYETH
Hypertension TYLENOL C as needed  
Chorioretinopathy PSEUDOEPHEDRINE

HYDROCHLORIDE
C  UNKNOWN

Granuloma ZYPREXA C  
Drug hypersensitivity NASONEX C NASAL 2 squirts each nostril

every day as needed
 SCHERING PLOUGH

Anaemia LAMISIL C  SANDOZ
Renal failure acute DEXTROMETHORPHAN

\GUAIFENESIN
C  UNKNOWN

Hypovolaemia ADVIL C as needed  WYETH
Lacunar infarction CLARINEX C ORAL  SCHERING PLOUGH
Renal failure chronic  

6386369FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2009 6386369 EXPEDITED (15-DAY) Y HO HQWYE528913AUG07 31 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mental disorder EFFEXOR XR S ORAL 183 DAY WYETH

ALLEGRA C UNKNOWN unknown  HOECHST
ALEVE C UNKNOWN unknown  PROCTER AND GAMBLE
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FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6134272FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2009 6134272 EXPEDITED (15-DAY) Y OT HQWYE088229AUG06 61 YR Female CZE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hypotension EFFEXOR XR S ORAL  WYETH
Fall EFFEXOR XR S ORAL  WYETH
Radius fracture AMITRIPTYLINE S ORAL 3 DAY UNKNOWN

ZOLPIDEM C 10 mg, use as required  UNKNOWN
BROMAZEPAM C ORAL  UNKNOWN
INSULIN HUMAN NOS C 32 IU (frequency

unspecified)
 UNKNOWN

METFORMIN C 850 mg (frequency
unspecified)

 UNKNOWN

6524173FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

19-Nov-2009 6524173 EXPEDITED (15-DAY) Y DE US-
MERCK-0801USA00253

56 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide VYTORIN S ORAL  MERCK
Cardio-respiratory arrest QUETIAPINE FUMARATE S ORAL  
Overdose METOPROLOL S ORAL  

METAXALONE S ORAL  
ALPRAZOLAM S ORAL  
VENLAFAXINE HYDROCHLORIDE S ORAL  
CHLORPHENIRAMINE MALEATE S ORAL  
FEXOFENADINE
HYDROCHLORIDE

S ORAL  

ESTROGENS S ORAL  
ACETAMINOPHEN\BUTALBITAL
\CAFFEINE

S ORAL  
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Detailed Report
6230136FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2009 6230136 EXPEDITED (15-DAY) Y HO GBWYE162115JAN07 47 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome VENLAFAXINE HYDROCHLORIDE S 150 mg frequency

unspecified
 WYETH

Nausea VENLAFAXINE HYDROCHLORIDE S 225 mg frequency
unspecified

 WYETH

Vision blurred VENLAFAXINE HYDROCHLORIDE S 150mg frequency
unspecified

 WYETH

Paraesthesia VENLAFAXINE HYDROCHLORIDE S 75 mg frequency
unspecified

 WYETH

Headache VENLAFAXINE HYDROCHLORIDE S ORAL 75mg frequency
unspecified

 WYETH

VENLAFAXINE HYDROCHLORIDE S ORAL  WYETH
NEFAZODONE HYDROCHLORIDE C unknown  BRISTOL MYERS SQUIBB
ZOPICLONE C ORAL unknown  UNKNOWN
PARACETAMOL C ORAL per requested need  UNKNOWN
IBUPROFEN C ORAL  UNKNOWN
LANSOPRAZOLE C ORAL 15mg at unknown

frequency
 UNKNOWN

6234575FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Dec-2009 6234575 EXPEDITED (15-DAY) Y DS,OT GBWYE260419JAN07 37 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Delirium tremens EFFEXOR XR S ORAL  WYETH
Persecutory delusion EFFEXOR XR S ORAL  WYETH

EFFEXOR XR S ORAL  WYETH
DULOXETINE C ORAL unknown  ELI LILLY AND CO
DULOXETINE C  ELI LILLY AND CO
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Detailed Report
6510262FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Dec-2009 6510262 EXPEDITED (15-DAY) N OT US-
JNJFOC-20061101177

53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Diabetes mellitus RISPERDAL S  

RISPERDAL S  
RISPERDAL S  
EFFEXOR S  

6569929FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Jan-2010 6569929 EXPEDITED (15-DAY) Y HO,DS,LT HQWYE486206DEC06 45 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Stevens-Johnson syndrome EFFEXOR XR S ORAL 37.5 to 75 mg daily 47 DAY WYETH
Platelet count decreased EFFEXOR XR S  WYETH
Toxic epidermal necrolysis EFFEXOR XR S  WYETH
Sepsis EFFEXOR XR S  WYETH
Respiratory failure EFFEXOR XR S  WYETH
Abasia  
Fluid intake reduced  
Hypophagia  
Myxoedema coma  

6234869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Feb-2010 6234869 EXPEDITED (15-DAY) Y HO GBWYE198317JAN07 30 YR Female GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neuroleptic malignant syndrome VENLAFAXINE HYDROCHLORIDE S ORAL overdose of 11 tablets of

75mg
 WYETH

Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL unknown  WYETH
Suicide attempt ALCOHOL S unknown  UNKNOWN
Staphylococcal infection CLOZARIL S ORAL  SANDOZ
Rhinorrhoea CLOZARIL S ORAL overdose of 1400mg in 1

day
 SANDOZ
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Detailed Report
6012074FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Apr-2010 6012074 EXPEDITED (15-DAY) N OT HQWYE936916AUG05 53 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer EFFEXOR XR S  WYETH
Hypertension PREMPRO S  WYETH

LOESTRIN 1.5/30 21 DAY S  

4094230FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

14-Jun-2010 4094230 EXPEDITED (15-DAY) N OT HQWYE804203FEB04 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Homicidal ideation EFFEXOR S ORAL  WYETH
Aggression EFFEXOR S ORAL "titrated upt to 300 mg

daily over the course of
three weeks"

 WYETH

Feeling abnormal PAXIL S  
Somnolence PAXIL S 4 MTH
Amnesia  
Dizziness  
Headache  
Paraesthesia  
Suicidal ideation  
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Detailed Report
5833301FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2010 5833301 EXPEDITED (15-DAY) N DE,OT HQWYE547320JUN05 53 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  WYETH
Restlessness EFFEXOR S  WYETH
Tremor LEXAPRO S  
Anxiety  
Condition aggravated  
Drug ineffective  
Glycosylated haemoglobin increased  
Gun shot wound  
Hypoglycaemia  
Impaired work ability  
Insomnia  
Mental impairment  
Nervousness  
Suicidal ideation  

6306727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Jun-2010 6306727 EXPEDITED (15-DAY) Y DE HQWYE769713FEB06 46 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S 2 WEEK WYETH
Suicidal ideation ELAVIL C  MERCK SHARP AND

DOHME
Carbon monoxide poisoning ELAVIL C  MERCK SHARP AND

DOHME
Condition aggravated  
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Detailed Report
6339441FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Jul-2010 6339441 NON-EXPEDITED N OT US-PFIZER
INC-2007028722

61 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arterial bypass operation CHANTIX S ORAL  PFIZER
Vomiting ACETYLSALICYLIC ACID C  
Drug interaction LIPITOR C  

METOPROLOL C  
ACTONEL C  
PLAVIX S  
ZETIA S  
VITAMINS NOS S  
EFFEXOR S  
ALTACE S  

6567223FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jul-2010 6567223 NON-EXPEDITED Y OT US-PFIZER
INC-2007087342

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Mania CHANTIX S  PFIZER
Agitation NEURONTIN C  
Drug interaction DRUG, UNSPECIFIED C  
Abnormal dreams LAMICTAL S ORAL  
Sleep disorder EFFEXOR XR S ORAL  

CLONAZEPAM S ORAL  
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Detailed Report
6251651FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Jul-2010 6251651 EXPEDITED (15-DAY) Y OT US-PFIZER
INC-2007014913

35 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Infertility male SERTRALINE HYDROCHLORIDE S ORAL UNK 1825 DAY PFIZER
Sperm concentration decreased BUPROPION S ORAL UNK  
Spermatozoa progressive motility abnormal VENLAFAXINE S ORAL UNK  
Depression  

6213213FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

06-Aug-2010 6213213 EXPEDITED (15-DAY) N DE,OT HQWYE286115DEC06 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S unknown  WYETH
Homicide EFFEXOR S  WYETH
Feeling abnormal  
Social avoidant behaviour  

5771144FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Aug-2010 5771144 EXPEDITED (15-DAY) N DE,OT HQWYE169217MAR05 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S 37.5 mg (frequency

unspecified)
4 DAY WYETH

Hypophagia EFFEXOR XR S 75 mg (frequency
unspecified)

4 DAY WYETH

Crying EFFEXOR XR S 150 mg (frequency
unspecified)

 WYETH

Hallucination  
Insomnia  
Obsessive thoughts  
Paraesthesia  
Psychomotor hyperactivity  
Suicidal ideation  
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Detailed Report
5821959FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

12-Aug-2010 5821959 EXPEDITED (15-DAY) N DE HQWYE056601JUN05 59 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  WYETH

HYOSCYAMINE C UNKNOWN  UNKNOWN
FUROSEMIDE C UNKNOWN  UNKNOWN
GLYCERYL TRINITRATE C UNKNOWN  
SPIRONOLACTONE C UNKNOWN  UNKNOWN
POTASSIUM CHLORIDE C UNKNOWN  UNKNOWN
LANSOPRAZOLE C UNKNOWN  TAP
CAPTOPRIL C UNKNOWN  UNKNOWN
THEOPHYLLINE C UNKNOWN  UNKNOWN
DIGOXIN C UNKNOWN  BERTEK
GUAIFENESIN\PHENYLEPHRINE
HYDROCHLORIDE

C UNKNOWN 30-600 mg twice daily  

AMIODARONE C UNKNOWN  WYETH
SIMVASTATIN C UNKNOWN  MERCK SHARP AND

DOHME

6310468FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-Aug-2010 6310468 EXPEDITED (15-DAY) N DE HQWYE152706MAR06 79 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  WYETH
Gun shot wound FENTANYL CITRATE C TRANSDERMAL  ALZA

INSULIN NOS C  UNKNOWN
ACTONEL C  PROCTER AND GAMBLE
AMBIEN C 5 mg, frequency

unknown
 

NORCO C  
MOTRIN C  

Page: 3,108 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
5734805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

26-Aug-2010 5734805 EXPEDITED (15-DAY) N DE HQWYE808124JAN05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  WYETH
Abnormal behaviour  
Anxiety  
Insomnia  
Unevaluable event  
Weight decreased  

5778516FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Sep-2010 5778516 EXPEDITED (15-DAY) Y DE,OT HQWYE623901APR05 20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  WYETH
Abnormal behaviour  
Depression  
Personality change  
Social avoidant behaviour  
Suicidal ideation  
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5759878FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 5759878 EXPEDITED (15-DAY) Y DE,OT HQWYE804103FEB04 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  WYETH
Agitation  
Akathisia  
Alcohol poisoning  
Contusion  
Educational problem  
Excoriation  
Indifference  
Insomnia  
Laceration  
Psychomotor hyperactivity  
Psychotic disorder  
Restlessness  
Scratch  
Skin exfoliation  
Skull fracture  
Suicidal ideation  
Thinking abnormal  
Toxicologic test abnormal  
Wound decomposition  
5836784FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 5836784 EXPEDITED (15-DAY) Y DE,OT HQWYE641923JUN05 58 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S  WYETH
Homicide LORAZEPAM C  UNKNOWN
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5868209FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 5868209 EXPEDITED (15-DAY) Y HO,LT,OT FRWYE903112AUG05 54 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral haematoma EFFEXOR S ORAL 6 DAY WYETH
Peritoneal haemorrhage EFFEXOR S ORAL  WYETH
Aphasia ASPIRIN S ORAL 26 DAY UNKNOWN
Visual field defect ASPIRIN S  UNKNOWN
Hemianopia  
Platelet aggregation abnormal  
6284229FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Sep-2010 6284229 EXPEDITED (15-DAY) Y DE,OT HQWYE169517MAR05 16 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR XR S  WYETH
Anxiety  
Asphyxia  
Heart rate increased  
Hyperhidrosis  
Middle insomnia  
Self esteem decreased  
Suicidal ideation  
Thinking abnormal  
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6416805FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2010 6416805 NON-EXPEDITED HO US-
ASTRAZENECA-2006U
W24125

58 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Depression SEROQUEL S ORAL 100 MG - 900 MG  
Diabetes mellitus SEROQUEL S ORAL 100 MG - 900 MG  
Hyperglycaemia SEROQUEL S ORAL 100 MG - 900 MG  
Blood cholesterol increased SEROQUEL S ORAL 100 MG-200 MG  
Type 2 diabetes mellitus SEROQUEL S ORAL 100 MG-200 MG  
Hypercholesterolaemia SEROQUEL S ORAL 100 MG-200 MG  

SEROQUEL S ORAL 200 MG-300 MG  
SEROQUEL S ORAL 200 MG-300 MG  
SEROQUEL S ORAL 200 MG-300 MG  
ABILIFY S 2 MTH
LITHIUM S  
RISPERDAL S STRENGTH - 2 MG, 3

MG   DOSE - 2 MG-3
MG DAILY

 

RISPERDAL S 2 MG-3 MG 4 MTH
EFFEXOR XR S  
EFFEXOR XR S ORAL STRENGTH - 37.5 MG,

75 MG  DOSE - 37.5
MG - 75 MG DAILY

 

GEODON S 20 MG - 80 MG 1 YR
ZYPREXA C  
PREVACID C ORAL STRENGTH - 15 MG, 30

MG  DOSE - 15-30 MG
DAILY

 

CYMBALTA C STRENGTH - 20 MG, 30
MG, 60 MG  DOSE - 20
MG - 60 MG DAILY

 

LIPITOR C  
PRILOSEC C ORAL  
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5968690FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Sep-2010 5968690 NON-EXPEDITED N HQWYE821620MAY05 48 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR XR S ORAL 225 mg daily in Oct-Mar

and 150 mg daily in Apr-
Sept

 WYETH

Nausea EFFEXOR XR S ORAL 37 DAY WYETH
Chills EFFEXOR XR S ORAL 1 DAY WYETH
Paraesthesia EFFEXOR XR S ORAL restarted at an unknown

dose
 WYETH

Hearing impaired EFFEXOR XR S ORAL  WYETH
EFFEXOR XR S ORAL 1 WEEK WYETH
EFFEXOR XR S ORAL  WYETH
EFFEXOR XR S ORAL "separating the capsules

and taking a partial
dose"

 WYETH

HYDROCHLOROTHIAZIDE C UNKNOWN "10 mg", taken daily  UNKNOWN
SYNTHROID C UNKNOWN  
LISINOPRIL C UNKNOWN  UNKNOWN

5974678FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Sep-2010 5974678 EXPEDITED (15-DAY) N DS,OT HQWYE974209MAR05 Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug withdrawal syndrome EFFEXOR S unknown  WYETH
Headache  
Lethargy  
Migraine  
Muscular weakness  
Nausea  
Vertigo  
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5707047FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Sep-2010 5707047 EXPEDITED (15-DAY) Y HO,OT HQWYE366926FEB04 15 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicide attempt EFFEXOR XR S ORAL overdose amount

unknown
1 DAY WYETH

Vomiting EFFEXOR XR S  WYETH
Weight decreased KETOPROFEN S ORAL overdose amount

unknown
 DAY UNKNOWN

Drug ineffective CIMETIDINE S overdose amount
unknown

 UNKNOWN

Suicidal ideation TYLENOL S ORAL 1 DAY
Euphoric mood NAPROXEN S overdose amount

unknown
 DAY UNKNOWN

Intentional overdose VALTREX C 3 DAY GLAXO WELLCOME
Emotional disorder AUGMENTIN C 10 DAY GLAXOSMITHKLINE
Irritability DARVOCET-N 100 C 100  mg PRN  
Abnormal behaviour  
Aggression  
Agitation  
Anger  
Hostility  
Impulsive behaviour  
Nausea  
Poor quality sleep  
Restlessness  
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5876863FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

25-Oct-2010 5876863 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20050901990

45 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiac arrest IBUPROFEN S ORAL  
Coronary artery disease MORPHINE S ORAL  

ACETAMINOPHEN, ASPIRIN, AND
CODEINE PHOSPHATE

S ORAL  

VENLAFAXINE S ORAL  
UNSPECIFIED INGREDIENT S ORAL  

6058181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Oct-2010 6058181 EXPEDITED (15-DAY) Y HO NLWYE632917MAY06 Unknown NLD

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Gastrointestinal motility disorder EFFEXOR XR S  WYETH

6528239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Nov-2010 6528239 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080101871

50 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents OXYCODONE AND

ACETAMINOPHEN
S UNKNOWN  

IBUPROFEN S UNKNOWN  
QUETIAPINE S UNKNOWN  
DIAZEPAM S UNKNOWN  
VENLAFAXINE S UNKNOWN  
HYDROCHLOROTHIAZIDE S UNKNOWN  

4089818FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Nov-2010 4089818 EXPEDITED (15-DAY) N DS,OT HQWYE560427JAN04 14 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Suicidal ideation EFFEXOR XR S ORAL  WYETH

Page: 3,115 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
4089818
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Anger EFFEXOR XR S ORAL  WYETH
Feeling jittery EFFEXOR XR S ORAL 2 WEEK WYETH
Drug ineffective for unapproved indication EFFEXOR XR S ORAL 2 WEEK WYETH
Screaming EFFEXOR XR S ORAL  WYETH
Impulse-control disorder TRAZODONE C  UNKNOWN
Suicide attempt TRAZODONE C 100 mg  - frequency

unspecified
 UNKNOWN

Disturbance in social behaviour VIOXX C  MERCK SHARP AND
DOHME

Self esteem decreased ROBAXIN C  WYETH
Feeling abnormal ROBAXIN C  WYETH
Agitation MELATONIN C  UNKNOWN
Belligerence LORATADINE/

PSEUDOEPHEDRINE SULFATE
C one daily  SCHERING

Disinhibition FLONASE C unknown  
Drug withdrawal syndrome MAXALT C 10 mg - frequency

unspecified
 MERCK SHARP AND

DOHME
Mood swings REGLAN C unknown  SCHWARTZ
Euphoric mood SANSERT C unknown  SANDOZ
Weight increased PROMETHAZINE C 25 mg - frequency

unspecified
 UNKNOWN

Personality change AMOXICILLIN AND CLAVULANATE
POTASSIUM

C 500 mg - frequency
unspecified

 GLAXOSMITHKLINE

Aggression DIFFERIN C 0.1% - frequency
unspecified

 

Nausea ZITHROMAX C 250 mg - frequency
unspecified

 

Unevaluable event TANNIC ACID C unknown  UNKNOWN
Vertigo PROZAC C 10 mg - frequency

unspecified
 

Muscle spasms IMITREX C 50 mg - frequency
unspecified

 UNKNOWN

Photophobia KETOPROFEN C  UNKNOWN
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4089818
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Myalgia ADVIL C unknown  WYETH
Musculoskeletal stiffness PHENERGAN C  
Condition aggravated  
Crying  
Disturbance in attention  
Dizziness  
Eating disorder  
Exercise lack of  
Fatigue  
Hostility  
Irritability  
Malaise  
Migraine  
Nervousness  
Nervous system disorder  
Neurotoxicity  
Psychomotor hyperactivity  
Sleep disorder  
Somnolence  

6526121FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

09-Nov-2010 6526121 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080102056

73 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents DIPHENHYDRAMINE S ORAL  

DIPHENHYDRAMINE S ORAL  
ASPIRIN S ORAL  
VENLAFAXINE S ORAL  
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6526063FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2010 6526063 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080101812

22 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Toxicity to various agents ACETAMINOPHEN S ORAL  
Suicide attempt ACETAMINOPHEN S ORAL  

ASPIRIN S ORAL  
BELLADONNA S ORAL  
VENLAFAXINE S ORAL  

6546476FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Nov-2010 6546476 EXPEDITED (15-DAY) Y CA A0679427A Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular septal defect PAXIL S  GLAXOSMITHKLINE
Congenital anomaly EFFEXOR S  GLAXOSMITHKLINE
Maternal exposure during pregnancy PRENATAL VITAMINS C  

6652162FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

17-Dec-2010 6652162 EXPEDITED (15-DAY) Y HO,OT FR-PFIZER INC-FR-
WYE-G01573108

38 YR Female FRA
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6652162
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR XR S UNK  PFIZER
Suicide attempt LORAZEPAM S ORAL UNK  PFIZER
Suicidal ideation CYAMEMAZINE S ORAL 75 mg, 1x/day  
Hypersomnia ZYPREXA C 10 mg, 1x/day  
Dysstasia RISPERDAL C INTRAMUSCULAR UNK  
Muscular weakness PRAZEPAM C UNK  
Alopecia  
Amnesia  
Anxiety  
Asthenia  
Condition aggravated  
Confusional state  
Crying  
Decreased appetite  
Drug ineffective  
Drug withdrawal syndrome  
Dyskinesia  
Dyspnoea  
Fatigue  
Glossodynia  
Hair texture abnormal  
Insomnia  
Malaise  
Musculoskeletal chest pain  
Oropharyngeal plaque  
Paraesthesia  
Presyncope  
Somnolence  
Speech disorder  
Tongue disorder  
Vertigo  
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6527216FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

30-Dec-2010 6527216 EXPEDITED (15-DAY) Y DE US-
JNJFOC-20080102030

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ASPIRIN S ORAL  
Toxicity to various agents VENLAFAXINE S ORAL  

GABAPENTIN S ORAL  
AMLODIPINE S ORAL  
DIAZEPAM S ORAL  
IMIPRAMINE S ORAL  
LISINOPRIL S ORAL  
BETA BLOCKER S ORAL  
HYDROCHLOROTHIAZIDE S ORAL  

6389463FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Feb-2011 6389463 EXPEDITED (15-DAY) OT PHEH2007US11237 47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Breast cancer ESTRADERM S TRANSDERMAL 0.05 mg/day, unk  NOVARTIS
Biopsy breast abnormal VIVELLE S TRANSDERMAL UNK  
Mammogram abnormal COMBIPATCH S 0.05 UNK, UNK  
Breast necrosis ESTRATEST S UNK  
Musculoskeletal pain ESTRATEST S  
Arthralgia PROVERA S 10 mg, UNK  
Rotator cuff syndrome MEDROXYPROGESTERONE

ACETATE
S 2.5 mg, UNK  

Sinusitis PREMARIN S 0.625 mg/day, unk  
Dyspnoea PREMPRO S 0.625 mg/2.5 mg/day,

UNK
 

Nasal septum deviation FOSAMAX S  
Uterine leiomyoma CLARITIN S ORAL UNK, UNK  
Pelvic pain EFFEXOR S  
Osteoporosis MONISTAT C UNK  
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6389463
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Fibrocystic breast disease NASONEX C NASAL 2 sprays/ 2 x Daily  
Hot flush ALLERGY C UNK  
Seborrhoeic keratosis CLARINEX                                /

DEN/
C UNK  

TRAZODONE HYDROCHLORIDE C  
CALCIUM C UNK  
VITAMINS C UNK  
ESTRACE C ORAL 1 mg / Daily  
TERAZOL C UNK  
AVELOX C ORAL 400 mg / Daily  
MEDROL C 4 mg  
KENALOG C TOPICAL 0.1% / Apply 2 x daily  
ALLEGRA C ORAL 180 mg / Daily  
MOBIC C 15 mg / Daily  
ZOLOFT C 50 mg / Daily  
NASACORT C NASAL 55 mcg / 1 spray each

nostril 3 x daily
 

ADVAIR DISKUS C UNK, 2 x Daily  
MULTIVITAMINS C UNK  
PHENERGAN C 25 mg / Every 6 hrs as

needed
 

ANTIVERT "PFIZER" C ORAL 25 mg/ Every 6 hrs or 4
x Daily

 

MUCINEX C UNK  
DECADRON C 8 mg  
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6447410FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-Mar-2011 6447410 EXPEDITED (15-DAY) Y HO FR-PFIZER INC-FR-
WYE-G00455807

80 YR Male FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hepatitis fulminant EFFEXOR XR S ORAL UNK  PFIZER
Hepatic failure AMLODIPINE BESYLATE S ORAL 5.0 mg, 1x/day  PFIZER
Hypergammaglobulinaemia MOBIC S ORAL UNK  
Thrombocytopenia TRAMADOL HYDROCHLORIDE S ORAL UNK  
Acute prerenal failure LEVOTHYROX C UNKNOWN  
Aortic dilatation  
Aortic valve incompetence  
Cardiac failure  
Cholestasis  
Congestive cardiomyopathy  
Erythrosis  
Gallbladder disorder  
Mitral valve incompetence  
Pericardial effusion  
Sleep disorder  
Upper respiratory tract infection  

6530876FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Mar-2011 6530876 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2008003093

20 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide ALPRAZOLAM S ORAL UNK  PFIZER
Cardiac arrest PREGABALIN S ORAL UNK  PFIZER
Respiratory arrest EFFEXOR S ORAL UNK  PFIZER

ESZOPICLONE S ORAL UNK  
RAMELTEON S ORAL UNK  
VALPROIC ACID S ORAL overdose amount

unknown
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6594238FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Mar-2011 6594238 EXPEDITED (15-DAY) Y CA DK-PFIZER
INC-2008024787

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Maternal exposure during pregnancy ZOLOFT S TRANSPLACENTAL 100 mg, 1x/day 211 DAY PFIZER
Brain malformation EFFEXOR S TRANSPLACENTAL 300 mg, 1x/day  PFIZER
Foetal growth restriction METOPROLOL SUCCINATE S TRANSPLACENTAL 50 mg, 1x/day  

SEROQUEL S TRANSPLACENTAL 700 mg, 1x/day  
LAMICTAL S TRANSPLACENTAL 150 mg, 1x/day  

6587741FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Mar-2011 6587741 EXPEDITED (15-DAY) Y CA DK-PFIZER INC-DK-
WYE-G01234508

Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain malformation EFFEXOR S TRANSPLACENTAL 300 mg, 1x/day  PFIZER
Foetal growth restriction METOPROLOL SUCCINATE S TRANSPLACENTAL 50 mg, 1x/day  
Maternal exposure during pregnancy SEROQUEL S TRANSPLACENTAL 700 mg, 1x/day  

ZOLOFT S TRANSPLACENTAL 100 mg, 1x/day 211 DAY
LAMICTAL S 150 mg, 1x/day  

6588366FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Mar-2011 6588366 EXPEDITED (15-DAY) Y CA B0513199A Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cerebral ventricle dilatation LAMICTAL S TRANSPLACENTAL 150MG per day  GLAXOSMITHKLINE
Maternal exposure during pregnancy METOPROLOL SUCCINATE S TRANSPLACENTAL 50MG per day  
Growth retardation ZOLOFT S TRANSPLACENTAL 100MG per day 211 DAY
Head circumference abnormal SEROQUEL S TRANSPLACENTAL 700MG per day  GLAXOSMITHKLINE

EFFEXOR S TRANSPLACENTAL 300MG per day  GLAXOSMITHKLINE
CORDARONE C TRANSPLACENTAL 100MG per day  
VITAMIN E C TRANSPLACENTAL  GLAXOSMITHKLINE
BELLADONNA C TRANSPLACENTAL  
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6356906FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

01-Apr-2011 6356906 EXPEDITED (15-DAY) Y LT,OT US-PFIZER
INC-2006076019

89 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Hyponatraemia NORVASC S  PFIZER

ALDACTONE S  PFIZER
BEXTRA S  PFIZER
EFFEXOR XR S ORAL 225 mg, 1x/day  PFIZER
PRO-BANTHINE S UNKNOWN  PFIZER
DELTASONE S  
ANCEF S 6 weeks  
REMERON S ORAL  
ADVAIR DISKUS S UNKNOWN  
ULTRAM S UNKNOWN  
TYLENOL S UNKNOWN  
DOCUSATE SODIUM S UNKNOWN  
ASPIRIN S UNKNOWN  
PEPCID S UNKNOWN  
LOVENOX S UNKNOWN  
TRAZODONE HYDROCHLORIDE S UNKNOWN  
LASIX S UNKNOWN  
KEFLEX S UNKNOWN UNK 7 DAY
MAGNESIUM CHLORIDE
ANHYDROUS

S UNKNOWN  

COREG S UNKNOWN  
COZAAR S UNKNOWN  
DARVOCET-N S UNKNOWN  
DUONEB S UNKNOWN  
BUCINDOLOL HYDROCHLORIDE S  
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6554214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

05-Apr-2011 6554214 EXPEDITED (15-DAY) N DE,HO SE-BRISTOL-MYERS
SQUIBB
COMPANY-14051684

56 YR Male SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Death WARFARIN SODIUM S  BRISTOL MYERS SQUIBB
Cerebral haemorrhage PLAVIX S ORAL  
Pneumonia ASA S UNKNOWN  
Myocardial infarction ATORVASTATIN S UNKNOWN  
Pulmonary embolism VENLAFAXINE HYDROCHLORIDE S UNKNOWN  

RAMIPRIL C UNKNOWN  

6101890FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Apr-2011 6101890 EXPEDITED (15-DAY) Y DE,OT SP-2006-003117 44 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide BENICAR S ORAL 2400 MG, ONCE, ORAL  
Pulmonary congestion NORVASC S  
Pulmonary oedema AMLODIPINE S ORAL 900 MG, ONCE, ORAL  
Contusion AMITRIPTYLINE

HYDROCHLORIDE
S ORAL ORAL  

Excoriation EFFEXOR S  
Foaming at mouth  
Intentional overdose  
Toxicity to various agents  

Page: 3,125 of 3,142Date - Time: 01-07-2015 2:39:14 PM EST Note: If the field is blank, there is no data



FDA Adverse Event Reporting System (FAERS)
Freedom of Information Act (FOIA) 

Detailed Report
6609181FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 6609181 EXPEDITED (15-DAY) Y DE,HO,LT,OT FR-PFIZER INC-FR-
WYE-G01325908

87 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Ventricular fibrillation EFFEXOR S ORAL 50 mg, UNK  PFIZER
Muscle haemorrhage AMLODIPINE BESYLATE S ORAL 5 mg, 1x/day  PFIZER
Anaemia TAHOR S ORAL 40 mg, 1x/day  PFIZER
Fall SPIRONOLACTONE S ORAL 50 mg, 1x/day  PFIZER
Ventricular tachycardia PLAVIX S ORAL 75 mg, 1x/day 12 DAY
Syncope ASPIRIN S ORAL 75 mg, 1x/day 4 DAY
Left ventricular failure PREVISCAN S ORAL 20 mg, 1x/day 4 DAY
International normalised ratio increased KERLONE S ORAL 10 mg, 1x/day  
Troponin increased NITROGLYCERIN S TRANSDERMAL 10 mg/24h transdermal

patch daily
 

Ventricular hypokinesia OMEPRAZOLE S ORAL 20 mg, 1x/day  
ARIXTRA S SUBCUTANEOUS 7.5mg/0.6ml solution for

injection daily
3 DAY

LASIX C PARENTERAL  
LOVENOX C UNK 6 DAY
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6634786FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Apr-2011 6634786 EXPEDITED (15-DAY) Y DE,LT FR-PFIZER
INC-2008037285

87 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Muscle haemorrhage AMLODIPINE BESYLATE S ORAL  PFIZER
Anaemia EFFEXOR S ORAL  

TAHOR S ORAL  PFIZER
SPIRONOLACTONE S ORAL  PFIZER
PLAVIX S ORAL  
ASPIRIN S ORAL  
PREVISCAN S ORAL  
ARIXTRA S SUBCUTANEOUS  
KERLONE S ORAL  
NITROGLYCERIN S TRANSDERMAL  PFIZER
OMEPRAZOLE S ORAL  
LASIX C  
LOVENOX C  

6634711FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

03-May-2011 6634711 EXPEDITED (15-DAY) Y CA,OT GB-PFIZER
INC-2008036893

Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal palmar/plantar creases SERTRALINE HYDROCHLORIDE S TRANSPLACENTAL 100 mg daily  PFIZER
Ear malformation SERTRALINE HYDROCHLORIDE S 100 mg daily  PFIZER
Foetal damage VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 37.5 mg, UNK  PFIZER
Head deformity VENLAFAXINE HYDROCHLORIDE S 75 mg daily  PFIZER
Polyhydramnios VENLAFAXINE HYDROCHLORIDE S 150 mg, UNK  PFIZER

AMOXICILLIN C TRANSPLACENTAL 250 mg, 3x/day  
CEPHALEXIN C TRANSPLACENTAL 250 mg, 4x/day  
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6283785FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

13-May-2011 6283785 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2007026661

89 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Confusional state FELDENE S ORAL  PFIZER
Hyponatraemia EFFEXOR XR S ORAL 75 mg, 1x/day 2 DAY PFIZER

BROMAZEPAM C  
STILNOX C  
VASTAREL C  
PULMICORT FLEXHALER C  
SEREVENT DISKUS C  
HEXAQUINE C  
RELVENE C  
ETHINYL ESTRADIOL C  
LIPANTHYL C UNK  
DEBRIDAT C  

6636780FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Jun-2011 6636780 EXPEDITED (15-DAY) Y CA GB-PFIZER INC-GB-
WYE-G01476208

37 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abnormal palmar/plantar creases VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 37.5 mg, frequency

unknown
 PFIZER

Ear malformation VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 75 mg daily  PFIZER
Foetal damage VENLAFAXINE HYDROCHLORIDE S TRANSPLACENTAL 150 mg, frequency

unknown
 PFIZER

Head deformity SERTRALINE S TRANSPLACENTAL 100 mg frequency
unknown

 

SERTRALINE S TRANSPLACENTAL 100 mg frequency
unknown

 

AMOXICILLIN C TRANSPLACENTAL  
CEFALEXIN C TRANSPLACENTAL  
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6424987FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

04-Aug-2011 6424987 EXPEDITED (15-DAY) Y HO FR-PFIZER
INC-2007075904

55 YR Female FRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Neutropenia ENBREL S SUBCUTANEOUS 1 DF, 2x/week 1344 DAY PFIZER

CYTOTEC S ORAL 200 ug, 2x/day 2 DAY PFIZER
PANTOPRAZOLE SODIUM S ORAL 1 DF, 1x/day 3 DAY
EFFEXOR S ORAL 50 mg, 2x/day 85 DAY PFIZER
EFFEXOR S ORAL FREQUENCY: 2 IN 1

DAYS
 PFIZER

MORPHINE SULFATE C  
DICLOFENAC SODIUM C  
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6452920FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

02-Sep-2011 6452920 EXPEDITED (15-DAY) Y HO,OT BR-PFIZER
INC-2007080654

59 YR Female BRA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Transaminases abnormal ATORVASTATIN CALCIUM S ORAL UNK  PFIZER
Pyrexia ATORVASTATIN CALCIUM S  PFIZER
Malaise METAMIZOLE SODIUM C  
Myalgia OMEPRAZOLE C  
Haematuria CHAMPIX S ORAL  PFIZER
Skin lesion CHAMPIX S  PFIZER
Drug interaction EFFEXOR S ORAL 150 mg, 1x/day  PFIZER
Autoimmune disorder  
Dermatitis  
Drug eruption  
Hypersensitivity  
Ill-defined disorder  
Liver disorder  
Low density lipoprotein increased  
Osteoporosis  
Renal impairment  
Vasculitis  

6526436FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Sep-2011 6526436 EXPEDITED (15-DAY) Y DE GB-
RANBAXY-2008RR-1242
0

Unknown GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Overdose CETIRIZINE HYDROCHLORIDE S UNKNOWN  RANBAXY
Convulsion ACETAMINOPHEN AND CODEINE

PHOSPHATE
S UNKNOWN  RANBAXY

Fall NEFOPAM S UNKNOWN  
EFFEXOR S UNKNOWN  
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6590632FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

29-Nov-2011 6590632 EXPEDITED (15-DAY) Y CA DK-
ASTRAZENECA-2008SE
01423

< 1 DAY Female DNK

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Brain malformation SEROQUEL S TRANSPLACENTAL 3 YR
Foetal growth restriction METOPROLOL SUCCINATE S TRANSPLACENTAL  

ZOLOFT S TRANSPLACENTAL 211 DAY
EFFEXOR S TRANSPLACENTAL 3 YR
LAMICTAL S TRANSPLACENTAL 3 YR
HERBAL NOS S  

6526123FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Feb-2012 6526123 EXPEDITED (15-DAY) Y DE,HO US-
JNJFOC-20080101072

64 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug abuse FAMOTIDINE S ORAL  
Overdose FAMOTIDINE S ORAL  

DIPHENHYDRAMINE S ORAL  
DIPHENHYDRAMINE S ORAL  
QUETIAPINE S ORAL  
VENLAFAXINE S ORAL  
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6530735FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 6530735 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2008002875

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose GABAPENTIN S ORAL overdose (amount

unknown)
 PFIZER

Drug abuse DIAZEPAM S ORAL overdose (amount
unknown)

 PFIZER

Cardiac arrest EFFEXOR S ORAL overdose (amount
unknown)

 PFIZER

Respiratory arrest MIRTAZAPINE S ORAL overdose (amount
unknown)

 

PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

S ORAL overdose (amount
unknown)

 

ZYPREXA S ORAL overdose (amount
unknown)

 

CODEINE S ORAL overdose (amount
unknown)

 

METOPROLOL S ORAL overdose (amount
unknown)
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6530867FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 6530867 EXPEDITED (15-DAY) DE US-PFIZER
INC-2008002938

47 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose Effexor S ORAL overdose amount

unknown
 PFIZER

Completed suicide PHENYTOIN S ORAL overdose amount
unknown

 PFIZER

GABAPENTIN S ORAL overdose amount
unknown

 PFIZER

METOPROLOL TARTRATE S ORAL overdose amount
unknown

 

BENZODIAZEPINE DERIVATIVES S  
TRAZODONE S ORAL overdose amount

unknown
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6532608FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Feb-2012 6532608 EXPEDITED (15-DAY) Y DE,OT US-PFIZER
INC-2008002998

49 YR Male USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose amount

unspecified
 PFIZER

Completed suicide GABAPENTIN S ORAL overdose amount
unspecified

 PFIZER

AMLODIPINE BESYLATE S ORAL overdose amount
unspecified

 PFIZER

DIAZEPAM S ORAL overdose amount
unspecified

 PFIZER

LISINOPRIL S ORAL overdose amount
unspecified

 

HYDROCHLOROTHIAZIDE S ORAL overdose amount
unspecified

 UNKNOWN

IMIPRAMINE S ORAL overdose amount
unspecified

 

ACETYLSALICYLIC ACID S ORAL overdose amount
unspecified
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6530847FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

24-Feb-2012 6530847 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2008002947

37 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide EFFEXOR S UNK  PFIZER
Intentional overdose VENLAFAXINE HYDROCHLORIDE S ORAL overdose amount

unknown
 PFIZER

GLIPIZIDE S ORAL overdose amount
unknown

 PFIZER

GABAPENTIN S ORAL overdose amount
unknown

 PFIZER

DIAZEPAM S ORAL overdose amount
unknown

 

HYDROCODONE BITARTRATE
AND ACETAMINOPHEN

S ORAL overdose amount
unknown

 

RAMIPRIL S ORAL overdose amount
unknown

 

6530869FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

27-Feb-2012 6530869 EXPEDITED (15-DAY) Y DE US-PFIZER
INC-2008002973

33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose GABAPENTIN S ORAL overdose amount

unknown
 PFIZER

Respiratory arrest ATIVAN S ORAL UNK  PFIZER
Cardiac arrest EFFEXOR S ORAL overdose amount

unknown
 PFIZER

TRAMADOL HYDROCHLORIDE S ORAL overdose amount
unknown

 PFIZER

HYDROCODONE S ORAL overdose amount
unknown

 

ATIVAN S  
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6531214FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

07-Mar-2012 6531214 EXPEDITED (15-DAY) Y DE US-PFIZER INC-US-
WYE-H02048208

49 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose EFFEXOR S ORAL overdose (amount

unknown)
 PFIZER

Drug abuse PROPOXYPHENE
HYDROCHLORIDE AND
ACETAMINOPHEN

S ORAL overdose (amount
unknown)

 

DIAZEPAM S ORAL overdose (amount
unknown)

 

OLANZAPINE S ORAL overdose (amount
unknown)

 

MIRTAZAPINE S ORAL overdose (amount
unknown)

 

CODEINE S ORAL overdose (amount
unknown)

 

GABAPENTIN S ORAL overdose (amount
unknown)

 

METOPROLOL SUCCINATE S ORAL overdose (amount
unknown)
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6528727FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

08-Mar-2012 6528727 EXPEDITED (15-DAY) Y DE,OT US-PFIZER
INC-2008003015

49 YR Male DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Intentional overdose VENLAFAXINE HYDROCHLORIDE S  PFIZER
Completed suicide LAMOTRIGINE S  
Cardiac arrest GABAPENTIN S  PFIZER
Respiratory arrest SILDENAFIL S ORAL  PFIZER

TRAZODONE HYDROCHLORIDE S  
LISINOPRIL AND
HYDROCHLOROTHIAZIDE

S  

LISINOPRIL S  
HYDROXYZINE
HYDROCHLORIDE

S  

FUROSEMIDE S  

5873587FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

22-Nov-2012 5873587 EXPEDITED (15-DAY) HO SE-
JNJFOC-20050806426

35 YR Female SWE

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Cardiomyopathy CONCERTA S ORAL  
Cardiac failure CONCERTA S ORAL  
Drug interaction CONCERTA S ORAL  
Congestive cardiomyopathy CONCERTA S ORAL  
Ventricular tachycardia EFFEXOR S ORAL  
Atrioventricular block MELPERONE S ORAL  
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5677239FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

16-Jan-2013 5677239 EXPEDITED (15-DAY) OT US-RB-1103-2004 33 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Abortion spontaneous Suboxone S SUBLINGUAL  RECKITT BENCKISER
Foetal heart rate abnormal Effexor XR S UNKNOWN  
Vomiting Paxil cr S  
Exposure during pregnancy Buspar S UNKNOWN  

6620681FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

18-Jan-2013 6620681 EXPEDITED (15-DAY) Y LT,OT 2008AP000784 37 YR Female DEU

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Drug interaction CARBAMAZEPINE S 800 MG; AM; 400 MG;

AF; 800 MG; HS
 

Syncope LAMOTRIGINE (LAMOTRIGINE) S 100 MG; Q12H  
Hyponatraemia VENLAFAXINE S 150 MG; QD  
Hypertonia PRAVASTATIN C  
Hyperhidrosis LEVETIRACETAM C  
Feeling cold ALPRAZOLAM (ALPRAZOLAM) C  
Electrocardiogram QT prolonged MIRTAZAPIONE (MIRTAZAPINE) C  
Inappropriate antidiuretic hormone secretion PHENOBARBITAL

(PHENOBARBITAL)
C  

Depression  
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4219921FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 4219921 EXPEDITED (15-DAY) DE,OT US-
JNJFOC-20040903663

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide MOTRIN IB S ORAL  
Blood creatine phosphokinase increased MOTRIN IB S ORAL  
Aspiration QUETIAPINE S ORAL  
Intentional overdose EFFEXOR S ORAL  
Convulsion  
Renal failure  
6637116FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

20-Mar-2013 6637116 EXPEDITED (15-DAY) HO GB-
JNJFOC-20080501382

46 YR Male GBR

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Erythrodermic psoriasis IBUPROFEN S unknown  
Photosensitivity reaction EFFEXOR S ORAL  

CO-CODAMOL C ORAL  

5808807FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

10-Apr-2013 5808807 EXPEDITED (15-DAY) DE,HO,OT US-
JNJFOC-20050507147

37 YR Female USA
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5808807
Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide MOTRIN 800 MG S 800 mg, twice to three

times, as needed
 

Overdose NORTRIPTYLINE
HYDROCHLORIDE

S  

Loss of consciousness AMITRIPTYLINE
HYDROCHLORIDE

S  

Cardiac arrest VENLAFAXINE S  
Suicidal ideation NEURONTIN S  
Homicidal ideation NEURONTIN S  
Major depression NEURONTIN S  
Consciousness fluctuating NEURONTIN S  
Intentional product misuse NEURONTIN S  
Drug ineffective NEURONTIN S  
Laceration NEURONTIN S  
Contusion NEURONTIN S  
Confusional state NEURONTIN S  
Swelling NEURONTIN S  

NEURONTIN S  
NEURONTIN S  
OXYCODONE S  
BUSPIRONE C ORAL  
OXAZEPAM C  
BENZODIAZEPINE DERIVATIVES C  
OPIOIDS C  
BISOPROLOL FUMARATE/
HYDROCHLOROTHIAZIDE

C UNKNOWN  

VERAPAMIL C ORAL  
ALBUTEROL C INHALATION  
SUMATRIPTAN C UNKNOWN  
TEMAZEPAM C ORAL  
LIDOCAINE C TRANSDERMAL  
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6073530FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

23-Apr-2013 6073530 EXPEDITED (15-DAY) DE,OT US-
JNJFOC-20060604241

39 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Arteriosclerosis coronary artery DURAGESIC S TRANSDERMAL  
Toxicity to various agents DURAGESIC S TRANSDERMAL  
Weight decreased DURAGESIC S TRANSDERMAL  

DURAGESIC S TRANSDERMAL  
DURAGESIC S TRANSDERMAL  
MYLAN FENTANYL
TRANSDERMAL SYSTEM

S TRANSDERMAL  

VENLAFAXINE S  
NORTRIPTYLINE S  
ZONISAMIDE C UNKNOWN  
ALPRAZOLAM C UNKNOWN  
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6128899FDA Received Date Case # Case Type Health Professional Outcomes Manufacturer Control # Age Sex Country

15-Oct-2014 6128899 EXPEDITED (15-DAY) DE,HO US-
JNJFOC-20060902689

32 YR Female USA

Preferred Term Product Role Route Dosage Text Duration Manufacturer
Completed suicide FAST ACTING ACETAMINOPHEN S ORAL  
Overdose FAST ACTING ACETAMINOPHEN S ORAL  
Convulsion TRAMADOL S ORAL  
Hypotension VENLAFAXINE S ORAL  
Hepatic function abnormal METAXALONE S ORAL 36-72 grams  
Acidosis QUETIAPINE S ORAL  
Tachycardia TOPIRAMATE C  
Areflexia ETHANOL C ORAL  

CYPROHEPATADINE HCL C  
Pupil fixed GABAPENTIN C  
Aspartate aminotransferase increased COLESTIPOL C  
Alanine aminotransferase increased ESOMEPRAZOLE C  
International normalised ratio increased MAGNESIUM C  

SUCRALFATE C  
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	3983503

	05-AUG-2003
	3958859
	3987036
	3987096
	3988523
	3988533

	06-AUG-2003
	3986062

	07-AUG-2003
	3986477
	3986791
	3986898
	3988194
	3988239
	3988272
	3988288
	3988290
	3988340
	3988380

	08-AUG-2003
	3986752
	3986816
	3988702

	09-AUG-2003
	3988615
	3988633

	11-AUG-2003
	3987118
	3987124
	3987986

	12-AUG-2003
	3986132
	3990106

	13-AUG-2003
	3990549

	14-AUG-2003
	3987714
	3987730
	3987733

	15-AUG-2003
	3987293
	3987384
	3991811
	3992396
	6252162

	18-AUG-2003
	3992440
	3992546
	3992556
	3993019
	3993031
	3993103
	3993403
	7007862

	19-AUG-2003
	3986715
	3992388

	20-AUG-2003
	3992835

	21-AUG-2003
	3992009
	3992133
	3992399
	3992935
	3993848
	3995347
	3995658
	3995663
	3995677

	22-AUG-2003
	3995579
	3996364

	25-AUG-2003
	3989143
	3993021
	3994177
	3996478
	3996489
	3996653
	3997011

	26-AUG-2003
	3991799
	3994732
	3996083
	3996089
	3997682
	3998372

	27-AUG-2003
	3994832
	3995362
	3996067
	3999266

	28-AUG-2003
	3999866
	3999887

	29-AUG-2003
	3950420
	3995636
	3996060
	3999584
	4000436
	4000566

	02-SEP-2003
	3844059
	3930656
	3995878
	3998027
	3998032
	4000900

	03-SEP-2003
	3999651

	04-SEP-2003
	3993783
	3999057
	4001048
	4001132
	4003171

	05-SEP-2003
	3744804
	3994329
	3998816
	5735864

	08-SEP-2003
	3953097
	4003625
	4003629
	4003971
	4003986
	4004419
	4004466
	4004485

	09-SEP-2003
	3997642
	4003000
	4003613
	4004893
	4004994
	4005068
	4005341
	4005644

	10-SEP-2003
	3988594
	3996549
	4000488
	4000637
	4004267
	4005785

	11-SEP-2003
	4000902
	4007681

	15-SEP-2003
	4003683
	4004613
	4007686

	16-SEP-2003
	3996537
	4028566

	17-SEP-2003
	3959929
	3965868
	3979213
	4008686
	4010377

	19-SEP-2003
	4000346

	22-SEP-2003
	3943543
	3984273
	4007483
	4009581
	4009602
	4010133
	4010172
	4010185
	4010337
	4010419
	4010494

	23-SEP-2003
	4001613

	24-SEP-2003
	4005870
	4011321
	4011368
	4011463
	4012110
	4063984

	25-SEP-2003
	4008431
	4010358
	4010559
	4011607
	4012240
	4012551

	26-SEP-2003
	3739719
	3740010
	3740020
	3740063
	3740067
	4003777
	4011554
	4011556
	4011584
	4011686

	29-SEP-2003
	3923914
	4012339
	4013528

	30-SEP-2003
	3923077
	4007172
	4011881
	4012053
	4013410
	4013609
	4013650
	4070066

	01-OCT-2003
	4014776
	4014996

	02-OCT-2003
	4009238
	4015803
	4015806

	03-OCT-2003
	4000155
	4012831
	4013596
	4015885
	4016764
	6299776

	06-OCT-2003
	4013275
	4013299
	4016649
	4016817
	7887735

	07-OCT-2003
	3975030
	4014438
	4017187
	4017269
	4017277
	4017359
	4017451
	4017462
	4017650

	08-OCT-2003
	4005976
	4017913
	4018274
	7223377

	09-OCT-2003
	4014051

	10-OCT-2003
	4009235
	4015032

	14-OCT-2003
	4000872
	4011641
	4015623
	4016071
	4016389
	4064928

	15-OCT-2003
	3985060
	3988196
	4007689
	4015764
	4019454
	4019463
	4019804
	4019835
	4019847
	4019854
	4019998
	4020025
	4020096
	4020124
	4020189
	4020261
	4022486

	16-OCT-2003
	3996603
	4021265

	17-OCT-2003
	4001238
	4007134
	4016100
	4017081
	4022700
	4022717

	20-OCT-2003
	4023005
	4023082
	4023140
	4024106
	4024123
	4024550
	4024558
	4024562

	21-OCT-2003
	4018956
	4024396
	4024678
	4024686
	4024779

	22-OCT-2003
	3881091
	4006571
	4019098
	4019303
	4019365
	4019387
	4025049

	23-OCT-2003
	4025084
	4025459
	4025480

	24-OCT-2003
	3992544
	4003963
	4010168
	4010176
	4016364
	4020107
	4022069
	4025570
	4025616
	4026172
	4026349
	4027203
	6031104

	27-OCT-2003
	3996600
	4027603
	4027609
	4027648
	4028161

	28-OCT-2003
	4022302
	4028342
	4028456

	29-OCT-2003
	4021299
	4022639
	4024240
	4028652
	4028687
	4029111
	4029179
	4029209
	4029339

	30-OCT-2003
	4000571
	4020116
	4020235
	4022250
	4022551
	4028299
	4028950
	4029440
	4029550

	31-OCT-2003
	4024505
	4024510

	03-NOV-2003
	4025098
	4028427
	4031015
	4031017
	4031020
	4031226

	04-NOV-2003
	3780583
	3932877
	4025960
	4031457

	05-NOV-2003
	4012217
	4027615
	4032709
	4032711
	4032859

	06-NOV-2003
	4033398

	07-NOV-2003
	3955076
	4015420
	4023322
	4023783
	4024047
	4025546
	4027746
	4033203
	4033240
	4033314
	4033324
	4033603

	10-NOV-2003
	4034482
	4034955
	4035396

	12-NOV-2003
	4003121
	4026652
	4029108
	4030189
	4030237
	4035271
	4035330
	4035383

	13-NOV-2003
	3970141
	4012589
	4028548
	4030524
	4030596

	14-NOV-2003
	4000921
	4034258
	4036464
	4036472
	4036475
	5955309

	17-NOV-2003
	4029022
	4030481
	4036512
	4037085

	18-NOV-2003
	4034829
	4037053
	4037444
	4037480
	4037513
	4038090
	4038113

	19-NOV-2003
	3972207
	4008007
	4030238
	4034765
	4037929
	4038342
	4041089

	20-NOV-2003
	4005355
	4011445
	4030847
	4030958
	4033524
	4036616
	4038620
	4038629
	6262249

	21-NOV-2003
	4029547
	4033048
	4039005
	4039110
	4039181

	24-NOV-2003
	4034524
	4039259
	4039293
	4039988
	4040013
	4040051

	25-NOV-2003
	4007169
	4040310
	4040346
	4040365
	4040489
	4040883
	4040885
	4040888
	4040908
	4099479
	5709718
	6122170

	26-NOV-2003
	4041675
	4041801
	4048201

	28-NOV-2003
	4011238
	4041599
	4041653
	4042157
	4042184
	4042327

	02-DEC-2003
	4038805
	4039269
	4042426
	4042478
	4042734
	4047208

	03-DEC-2003
	3939674
	4006375
	4040026
	4040400
	4040769
	4043229
	4043341
	4043361
	4043379
	4043455
	4043532

	04-DEC-2003
	4043383
	4043468
	4044513
	5957191

	05-DEC-2003
	4036468
	4044444
	4044737
	4044815
	4044837
	4045303
	4045354
	4099486

	08-DEC-2003
	4044396
	4045126
	4045228
	4045230

	09-DEC-2003
	4003592
	4017173
	4035388
	4042564
	4045516
	4045551
	4045876
	4046038
	4046789
	4046798
	4046862

	11-DEC-2003
	3945370
	4010339
	4010531
	4028349
	4046838
	4046971
	4046994
	4047067
	4047102
	4047108
	4047120
	4047140
	7340980

	12-DEC-2003
	4043440
	4047249

	15-DEC-2003
	4048472
	4048658

	16-DEC-2003
	4048551
	4048627
	4049151

	17-DEC-2003
	4035821
	4043644
	4044656
	4054866
	4077441
	4099495
	4099498
	4099503
	4099505
	4099506
	4099508
	4099509
	4099510
	6029980
	6638845

	18-DEC-2003
	4030320
	4050006
	4051868
	6970347
	7223382

	19-DEC-2003
	4049978
	4052185
	4052878

	22-DEC-2003
	4030516
	4039370

	23-DEC-2003
	4017194
	4046710
	4054413
	4054822
	4054835
	4054848
	4055092

	26-DEC-2003
	4054793
	4054967
	4055627
	4055654
	6031138

	29-DEC-2003
	4034076
	4055878
	4056396
	4056407
	4056866

	30-DEC-2003
	3807550
	3884850
	3884858
	3889510
	3889513
	3889515
	3889524
	3889526
	3889556
	3889620
	3889640
	3889654
	3889680
	3891384
	3906905
	4030081
	4054823
	4057344
	4059237
	4071577
	4071579
	4071580
	4071583
	4071585
	4071588
	4071589
	4071591
	4071593
	4071595
	4071639
	4071641
	4071642
	4071644
	4071648
	4071649
	4071652
	4071653
	4071655
	4071656
	4071658
	4071660
	4071663
	4071666
	4071669
	4071670
	4071672
	4071674
	4071679
	4071681
	4071686
	4071692
	4071698
	4071703
	4071707
	4071710
	4071712
	4071719
	4071723
	4071725
	4071729
	4071730
	4071731
	4071738
	4071758
	4071823
	4071861
	4071863
	4071888
	4071895
	4071899
	4072139
	4072140
	4072141
	4072149
	4072153
	4072156
	4072158
	4072160
	4072166
	4072168
	4072173
	4072174
	4072176
	4072178
	4072186
	4072336
	4072337
	4072344
	4072347
	4072349
	4072354
	4072355
	4072380
	4072382
	4072385
	4072390
	4072395
	4072406
	4072409
	4072411
	4072413
	4072415
	4072418
	4072420
	4072428
	4072431
	4072486
	4072507
	4072645
	4072652
	4072660
	4072666
	4072869
	4072874
	4072875
	4072877
	4072880
	4072881
	4073580
	4073592
	4073639
	4073661
	4073664
	4073668
	4073670
	4073671
	4073674
	4073676
	4073678
	4073679
	4073682
	4073712
	4073831
	4073839
	4073868
	4073886
	4073906
	4073907
	4074392
	4074403
	4074411
	4074428
	4074431
	4074439
	4074461
	4074469
	4074470
	4074489
	4074491
	4074497
	4074506
	4074509
	4074516
	4074520
	4074528
	4074538
	4074561
	4074572
	4074582
	4074593
	4074679
	4074685
	4074686
	4074692
	4074696
	4074699
	4074714
	4074742
	4074768
	4075635
	4075722
	4075745
	4076604
	4077618
	4077628
	4077632
	4077638
	4077644
	4077648
	4077992
	4077995
	4078005
	4078017
	4078036
	4078042
	4078045
	4078047
	4078058
	4078063
	4080079
	4080088
	4080094
	4080102
	4080111
	4080121
	4080123
	4080129
	4080132
	4080134
	4080136
	4080141
	4080146
	4080151
	4080152
	4080154
	4080157
	4080158
	4080162
	4080163
	4080167
	4080172
	4080176
	4080181
	4080189
	4080211
	4080324
	4080326
	4080328
	4080330
	4080331
	4080332
	4081058
	4081061
	4081064
	4081065
	4081068
	4081071
	4081079
	4081081
	4081087
	4081089

	31-DEC-2003
	4020887
	4047281
	4056303
	4056308
	4060093

	02-JAN-2004
	4046846
	4049086
	4060569
	4060991
	4061059

	04-JAN-2004
	4063533

	05-JAN-2004
	4062505

	06-JAN-2004
	4041098
	4063738

	07-JAN-2004
	4045440
	4064201
	4066451
	4066467

	08-JAN-2004
	4066447
	4066460

	09-JAN-2004
	4066952
	4066964
	4066966
	4067089
	4067106

	12-JAN-2004
	4068419
	4068619
	4069687
	6299777

	13-JAN-2004
	4035703
	4070125
	4070130
	4070940

	14-JAN-2004
	4074330

	16-JAN-2004
	4037047
	4067007
	4067262
	4074011

	20-JAN-2004
	4054890
	4066991
	4074405
	4074642
	4074683
	4074709
	4074755
	4074835
	4075138
	4075175
	6089069

	21-JAN-2004
	4047253
	4074276

	22-JAN-2004
	4078180
	4078985

	23-JAN-2004
	4037064
	4044734
	4070782

	26-JAN-2004
	4046919
	4079572
	4080419
	4080448
	4080540
	4080634
	4081323

	27-JAN-2004
	4081214
	4081274

	28-JAN-2004
	4083539
	4083620
	4084184

	29-JAN-2004
	4081595

	30-JAN-2004
	3923498
	4072917
	4075426
	4076125
	4083839
	4087442
	7226090

	02-FEB-2004
	4070264

	03-FEB-2004
	4083753
	4087576

	04-FEB-2004
	4066476
	4070196
	4078919
	4086109
	4086898
	4087903
	4088007
	4089995
	4095190

	05-FEB-2004
	4042099
	4087245
	4089491
	4089723

	06-FEB-2004
	3746860
	4087461
	4087864
	4090222

	09-FEB-2004
	4087969
	4091189
	4091218
	4091225
	4091226
	4091353
	4091362
	4091698

	10-FEB-2004
	3873239
	4036525
	4051013
	4081017
	4087883

	11-FEB-2004
	3937509
	7518469

	12-FEB-2004
	3916816
	4055990
	4086701
	4091317
	4093057

	13-FEB-2004
	3972328
	4087955
	4092191
	4093986
	4094064

	16-FEB-2004
	4065123
	4086567
	4088532

	17-FEB-2004
	4017789
	4060239
	4074066
	4077993
	4081248
	4091505
	4092829
	4094173
	4094180
	4094216
	4094219
	4096361
	4096382
	4096400
	4096437
	4096457
	4096484
	4096533

	19-FEB-2004
	4073190
	4093889
	4095840
	4099251
	4099253
	4099256
	4099260
	4099265

	20-FEB-2004
	4003940
	4047282
	4096339
	4099433
	4100015

	23-FEB-2004
	4012128
	4029580
	4074058
	4093060
	4095101
	4095143
	4096479
	4096726
	4099953
	4100714
	4100757
	4100783

	24-FEB-2004
	4098453
	4100009
	4100822
	4101354
	4101371

	25-FEB-2004
	4101420
	4101691
	4102203
	4106662
	4107044

	26-FEB-2004
	3999481
	4095607
	4100139
	4102620

	27-FEB-2004
	4055631
	4079107
	4100427
	4102843
	4102944
	4103081
	4103255

	01-MAR-2004
	3953907
	3977305
	4100376
	4101394
	4101537
	4103684
	6967064

	02-MAR-2004
	4102975
	4104781
	5823356

	03-MAR-2004
	4102955

	04-MAR-2004
	4010153
	4104285
	4106267
	4106387
	4106389

	05-MAR-2004
	4086887
	4104581
	4104631
	4104765
	4106317
	4107188
	4107191
	4151972

	08-MAR-2004
	4009576
	4070800
	4107842
	4108377

	09-MAR-2004
	4104875
	4104986
	4107762

	10-MAR-2004
	4069080
	4078439
	4104203
	4106566
	4108771
	4109523
	4109554
	4109616

	11-MAR-2004
	4003047
	4019345
	4070646
	4102670
	4104851
	4109435
	4109454

	12-MAR-2004
	4107345
	4107683
	4110960

	15-MAR-2004
	4112309
	4112914
	4113426

	16-MAR-2004
	4089714
	4111690
	4112736

	17-MAR-2004
	4054351
	4099263
	4113280
	4113324
	4113624
	4113710
	4113738
	4113825

	18-MAR-2004
	4037039
	4102618
	4110376
	4110757
	4110805
	4114764
	4114777
	4114786

	19-MAR-2004
	4112765
	4114722
	4114856
	4115221

	22-MAR-2004
	4062118
	4110438
	4115326
	4115335
	4115435

	23-MAR-2004
	4093460
	4113780
	4114562
	4114583
	4115102
	4116008
	4116714

	24-MAR-2004
	4115170

	25-MAR-2004
	4087440
	4106384
	4116932
	4118102
	4118192

	26-MAR-2004
	4116764
	4117188
	4117997

	29-MAR-2004
	4100562
	4100565
	4104756
	4117708
	4118000
	4118501
	4119729
	4120573
	4121753
	4123284

	30-MAR-2004
	4072914
	4105765
	4120348
	4122912

	31-MAR-2004
	4093999
	4121058
	7056324

	01-APR-2004
	4070137
	4120778
	4121060
	4121313
	4123175
	4123289
	4123292

	02-APR-2004
	4004986
	4035003
	4123145
	4123147
	4123432

	05-APR-2004
	4123274
	4124491
	6882841

	06-APR-2004
	3464790
	4123750
	4123762
	4124017
	4124163
	4126055
	4126131

	07-APR-2004
	4124232
	4126379
	4126675

	08-APR-2004
	4080669
	4114773
	4123641
	4123958
	4125684
	4126257
	4126748
	4127277
	4127361

	09-APR-2004
	4124015
	4127714
	4127872
	4128242
	4128254
	4128284
	4128292
	4128299
	4128334
	4128338
	4128353
	6878846

	12-APR-2004
	4112384
	4126915
	4128360
	4128537
	4128632

	13-APR-2004
	4123071
	4127532
	4128332
	4129451

	14-APR-2004
	4059282
	4128250

	15-APR-2004
	4094312
	4127989
	4131428

	16-APR-2004
	4102387
	4130926

	19-APR-2004
	4005815
	4115440
	4130043
	4130094
	4130150
	4130272
	4131432
	4132271
	4132847

	20-APR-2004
	4130462
	4130508
	4130746
	4130776
	4133046

	21-APR-2004
	4127928
	4130958
	4131715

	22-APR-2004
	4113703
	4116724
	4130762
	4134990
	4135120

	23-APR-2004
	4127912
	4132279
	4134494
	4134618
	4135631
	4137242

	26-APR-2004
	4133276

	27-APR-2004
	4133809
	4135922
	4136308
	4137545

	28-APR-2004
	4103450
	4127877
	4134405
	4135058
	4135149
	4135441
	4135713
	4137077
	4139371
	4139415

	29-APR-2004
	4093718
	4135273
	4137611
	4137742

	30-APR-2004
	4133247
	4133254
	4136304
	4138966

	03-MAY-2004
	4134522
	4138291
	4139017
	4139099
	4139105
	4139164

	04-MAY-2004
	4131429
	4138225
	4138353
	4138390
	4138717
	4139714
	4139789

	05-MAY-2004
	4078448
	4140388
	4140398

	06-MAY-2004
	4124678
	4138311

	07-MAY-2004
	3840455
	4113317
	4136753
	4139561
	4139846
	4140960
	4141306

	10-MAY-2004
	4044868
	4127742
	4140467
	4140806
	4142012
	4142417

	11-MAY-2004
	4100859
	4102845
	4134327
	4142050
	4142055
	4142068
	4142071
	4142426
	4143622

	12-MAY-2004
	4126063
	4140982
	4141055
	4141142
	4141529
	4141613
	4141624

	13-MAY-2004
	4141515
	4141711
	4141964
	4144356

	14-MAY-2004
	4142056
	4142341
	4142424
	4142429
	4142436
	4144800

	17-MAY-2004
	4057320
	4134527
	4135700
	4139525
	4143366
	4145233
	4145288
	4145732

	18-MAY-2004
	4143529
	4143535

	19-MAY-2004
	4127738
	4147549

	20-MAY-2004
	4148041
	4148052
	4148677
	4148765
	4167012

	21-MAY-2004
	4142865
	4143161
	4143216

	24-MAY-2004
	4114616
	4148702
	4149863
	4150429

	25-MAY-2004
	4008582
	4074306
	4145367
	4147158
	4150449

	26-MAY-2004
	4152996
	4154202
	4154204

	27-MAY-2004
	4152432
	4152445

	28-MAY-2004
	4145635
	4150561
	4152172

	01-JUN-2004
	4107372
	4150375
	4150981
	4153406

	02-JUN-2004
	4120609
	4151027

	03-JUN-2004
	4123142
	4152307
	4152548
	4152566
	4155602

	04-JUN-2004
	4142030
	4155641
	4155676

	07-JUN-2004
	4137307
	4150529
	4152912
	4152934
	4153349
	4156344
	4156652
	4156775
	4156813
	4156819

	08-JUN-2004
	4151225
	4153645
	4153653
	4153676
	4153827
	4156762
	4156808
	4157293

	09-JUN-2004
	4157549
	4157891

	10-JUN-2004
	4139756
	4153035
	4153352
	4157799
	4157840
	4157973
	7129870
	7858757

	11-JUN-2004
	4153094

	14-JUN-2004
	4131856
	4156270
	4156758
	4159208
	4159211
	4159304
	4159307
	4159318
	4159342
	4159453
	4159562
	4159603

	15-JUN-2004
	4144706
	4150426
	4157372
	4157778

	16-JUN-2004
	4135128
	4145099
	4149858
	4152987
	4160926
	4161086
	4161186
	4161267

	17-JUN-2004
	4102885
	4106318
	4160037
	4160644
	4160845
	4160850

	18-JUN-2004
	4091351
	4091355
	4145293
	4159713
	4162126
	4162128

	21-JUN-2004
	3788846
	4025535
	4079536
	4148730
	4159383
	4159799
	4162426
	4162551
	4162672
	4163006
	4163033
	4179143
	4179162
	4181220
	4183333

	22-JUN-2004
	4161512
	4163528

	23-JUN-2004
	4131415
	4158303
	4163531
	4163555
	4164164
	4164166
	4164286

	24-JUN-2004
	4164495
	4167571

	25-JUN-2004
	4137798
	4162441
	4164345
	4164442

	28-JUN-2004
	4137445
	4152870
	4157879
	4158219
	4159338
	4166071
	4166141
	4166159
	4166316
	4166388
	4166503
	4166514
	4166532

	29-JUN-2004
	4166860

	30-JUN-2004
	4132854
	4141887
	4158009
	4167205
	4167550
	4168154
	6685318

	01-JUL-2004
	4155674
	4160041
	4167192
	4169489

	02-JUL-2004
	4017904
	4163215
	4163552
	4168006
	4168897
	4169058

	06-JUL-2004
	4169131
	4169693
	4169695
	4170103
	4170645

	07-JUL-2004
	4169380
	4169448
	4170956
	4171018

	08-JUL-2004
	4143690
	4170640
	4170656
	4171319
	4171401
	4171448
	4171860

	09-JUL-2004
	3981346
	4166330
	4170665
	4171390

	12-JUL-2004
	4159602
	4166908
	4173572
	4173640
	4173768
	4173973

	13-JUL-2004
	4148059
	4163317
	4164394
	4172845
	4175034
	4175052

	14-JUL-2004
	4166215
	4167209
	4176501
	4176810

	16-JUL-2004
	4169555
	4169560
	4177192
	4178052

	19-JUL-2004
	4175556
	4175607
	4176175
	4177331
	4177513

	20-JUL-2004
	4168932
	4177725
	4177738
	4177808
	4180698

	22-JUL-2004
	4180362

	23-JUL-2004
	4181037
	4181070
	7491779

	26-JUL-2004
	4153396
	4166509
	4180817
	4181843
	4182521

	27-JUL-2004
	4184336

	28-JUL-2004
	4182549
	4184394
	4184464
	4187082
	4187338
	4187494
	4187504
	4187542

	29-JUL-2004
	4177934
	4183533
	4187726
	4207511
	4208408
	4208504
	4208985
	4209017
	4210180

	30-JUL-2004
	4187570
	4187867
	4188546

	02-AUG-2004
	4168898
	4171074
	4187830
	4188354
	4189147

	03-AUG-2004
	4189800
	4195798

	04-AUG-2004
	4146135
	4148033
	4190836

	05-AUG-2004
	4148123
	4168880
	4189740
	4192253
	4193093
	6718960

	06-AUG-2004
	4089587
	4192629

	09-AUG-2004
	4193237
	4193782

	10-AUG-2004
	4152518
	4193446
	4193642
	4194052

	11-AUG-2004
	4059279
	4133913
	4193019
	4193890
	4193918
	4194901
	4195203
	5822072

	12-AUG-2004
	4142413
	4195690

	13-AUG-2004
	4145637
	4194836
	4194860
	4195119
	4195143

	16-AUG-2004
	4083646
	4137247
	4191080

	17-AUG-2004
	4194835
	4196969

	18-AUG-2004
	4192502
	4199561
	4199576
	4200115
	4200801
	4200814

	19-AUG-2004
	4106719
	4197779
	4199582
	4199922

	20-AUG-2004
	4154223
	4197659
	4198894
	4198902
	4199526

	23-AUG-2004
	4197645
	4199296
	4201206

	24-AUG-2004
	4181734
	4195233
	4198220
	4199265
	4201045
	4202168
	4202246
	4202420

	25-AUG-2004
	4154192
	4166510
	4193883
	4195992
	4200310

	26-AUG-2004
	4195386
	4199478
	4201683

	27-AUG-2004
	4201019
	4201947
	4201971
	4201990
	4204652
	4204656
	4204693

	30-AUG-2004
	4158363
	4199503
	4203945
	4206496
	4206870
	4206876

	31-AUG-2004
	4150222
	4160096
	4200398
	4200636

	01-SEP-2004
	4208037

	02-SEP-2004
	4168825
	4193769
	4206789
	4208367
	4208580
	4209364
	4210467

	03-SEP-2004
	4171315
	4190278
	4207974

	07-SEP-2004
	4204365
	4208967
	4209872
	4211444
	4211445

	08-SEP-2004
	4209772

	09-SEP-2004
	4210782
	4211745
	4211749
	4212974
	4213832

	10-SEP-2004
	4206847
	4212810
	4212898

	13-SEP-2004
	4212228
	4212272
	4212291
	4213655
	4214086

	14-SEP-2004
	4176638
	4200097
	4212866
	4213052
	4213061
	4213063
	4213823

	15-SEP-2004
	4213153
	4213159
	4215810
	4216956

	16-SEP-2004
	4199764

	17-SEP-2004
	4204653
	4217247
	4217590
	4217619
	4218629
	5769726

	20-SEP-2004
	4216636
	4217394
	4217461
	4217478
	4218327
	4218344
	4221197

	21-SEP-2004
	4152098
	4180627
	4219797
	4220610

	22-SEP-2004
	4159898
	4218994
	4222108

	23-SEP-2004
	4206375
	4221080
	4222911

	24-SEP-2004
	4222194
	4223065

	27-SEP-2004
	4149828
	4223674
	4223677
	4223728
	4224128

	28-SEP-2004
	4190149
	4217156
	4217250
	4224104
	4224132
	4224137
	4224243
	4224705
	4224716

	29-SEP-2004
	4224168
	4224929

	30-SEP-2004
	4224862
	5664690

	01-OCT-2004
	4186381
	4217527
	5664941

	04-OCT-2004
	4223722
	5665459
	5665483

	05-OCT-2004
	4214635
	4221548
	5666195
	5666231
	5666412
	5667144
	5667145

	06-OCT-2004
	5667108
	5667484
	5667721

	07-OCT-2004
	5667860

	08-OCT-2004
	4176504
	4188535
	4196541
	5650055
	5652285
	5669223
	5669425
	5675038
	6299778

	11-OCT-2004
	4220076
	5667183

	12-OCT-2004
	4187856
	5650109
	5650190
	5650290
	5651305
	5651328
	5651445
	5651454
	5651860
	5668407

	13-OCT-2004
	4208020
	5650835
	5653520
	5653532
	5653534
	5653704

	14-OCT-2004
	5650197
	5651009
	5651323
	5652840

	15-OCT-2004
	3822513
	5651917
	5653137
	5653346
	5653350
	5653368

	18-OCT-2004
	5650116
	5652461
	5652707
	5653615
	5653903
	5654224
	5654241
	5654273
	5654548
	5670541

	19-OCT-2004
	5654093
	5654258
	5654518
	5654721
	5654746
	5655057
	5655133

	20-OCT-2004
	5654478
	5655604
	5656507

	21-OCT-2004
	5657147
	5658722

	22-OCT-2004
	4206797
	4212777
	5652396
	5656287
	5657664
	5690736

	25-OCT-2004
	4199916
	4212048
	5659095
	5659635
	5659775

	26-OCT-2004
	5651227
	5652375
	5658065
	5658868
	5661197

	27-OCT-2004
	5661999

	28-OCT-2004
	5653550
	5660382
	5661276
	5661623

	29-OCT-2004
	4159335
	5652466
	5660398
	5660643
	5663107
	5663116
	5663163
	5663220
	5663223
	5663842

	01-NOV-2004
	5659608
	5661179
	5663209
	5663344

	02-NOV-2004
	5664073
	5672733
	5672755

	03-NOV-2004
	5657754
	5662359
	5664552
	5672946
	5673020
	5673161
	5673444
	5673482

	04-NOV-2004
	5650904
	5673618
	5673634
	5673856
	5677127

	05-NOV-2004
	5659107
	6099458

	08-NOV-2004
	5675006
	5675944
	5676302
	5676534
	5677336

	09-NOV-2004
	4220153
	5655473
	5663317
	5677541
	5679709
	5679782

	10-NOV-2004
	4220159
	4220160
	5679631
	5679632
	5679707
	5681556
	5681572
	5769704

	12-NOV-2004
	5679680
	5679690
	5679694
	5681947

	15-NOV-2004
	4214892
	5673473
	5676211
	5681508
	5684214

	16-NOV-2004
	5679326
	5679349
	5679919
	5683548
	5684689
	5684705

	17-NOV-2004
	4217401
	5675923
	5681828
	5681838
	5686234
	5686253

	18-NOV-2004
	4222460
	5682382
	5684758
	5684939
	5686738

	19-NOV-2004
	5686060
	5689044

	22-NOV-2004
	5686697
	5686820
	5686906
	5686925
	5687933
	5689084
	5689460

	23-NOV-2004
	5673000
	5680354
	5680391
	5680537
	5680668
	5680856
	5684581
	5687861
	5688852
	5689139
	5689417
	5689946

	24-NOV-2004
	5673547
	5679688
	5689810
	5689855
	5689892
	5690024
	5690039
	5690041
	5690057
	5690128
	5690193
	5690469
	5690577
	5690588
	5690592
	5690608
	5690650
	5690742

	26-NOV-2004
	5690103
	5690633
	5690644
	5691550
	5691571
	5698193

	30-NOV-2004
	5685285
	5689860
	5690398
	5692060
	5693680
	8610200

	01-DEC-2004
	5662258
	5692118
	5692558

	02-DEC-2004
	4222034
	5689254
	5689390
	5693104
	5704277

	03-DEC-2004
	5694388
	5694392
	5694432
	5694643
	5694797

	06-DEC-2004
	5658957
	5693501
	5694400
	5694440
	5694530
	5694561
	5695530
	5699160

	07-DEC-2004
	4139849
	5693462
	5695297
	5696223
	5696279

	08-DEC-2004
	5692305
	5693131
	5698262

	09-DEC-2004
	5676692
	5695180
	5695301
	5695366
	5696120
	5696335
	5698220
	5769685

	10-DEC-2004
	4173231
	5655130
	5693539
	5695546
	5698919
	5700973

	13-DEC-2004
	5695721
	5695725
	5695823
	5695839
	5698507
	5699051
	5699155
	5699190
	5699227
	5699632
	5700823
	7009788

	14-DEC-2004
	5700092
	5700853

	15-DEC-2004
	5703299
	5703942

	16-DEC-2004
	4071689
	4071695
	4071871
	4071882
	4072183
	4072187
	4074720
	5696440
	5696592
	5696593
	5703533
	5703624
	5703739
	5703764
	5703769
	5703772
	5703775
	5703781
	5703785
	5703806
	5703864
	5703870
	5703900
	5703903
	5703910
	5703917
	5703920
	5703938
	5703944
	5703949
	5703963
	5703977
	5703984
	5703993
	5704115
	5706179
	5706184
	5706190
	5706201
	5706205
	5706206
	5706209
	5706212
	5706214
	5706216
	5706265
	5706275
	5706282
	5706312
	5706350
	5706354
	5706357
	5706361
	5706362
	5706383
	5706386
	5706387
	5706395
	5706403
	5706404
	5706405
	5706406
	5706408
	5706409
	5706414
	5706417
	5706419
	5706421
	5706424
	5706433
	5706434
	5706436
	5706458
	5706460
	5706461
	5706462
	5706463
	5706465
	5706467
	5706469
	5706470
	5706472
	5706475
	5706480
	5706482
	5706484
	5706485
	5706517
	5707045
	5707048
	5707049
	5707050
	5707051
	5707053
	5707326
	5707330
	5707345
	5707347
	5707354
	5707360
	5707366
	5707377
	5707386
	5707463
	5707466
	5707474
	5707476
	5707478
	5707479
	5707483
	5707494
	5707498
	5707503
	5707652
	5707699
	5707700
	5707701
	5707702
	5707703
	5707704
	5707705
	5707717
	5707930
	5707944
	5707948
	5707954
	5707961
	5707964
	5707970
	5707976
	5707978
	5707981
	5708055
	5708057
	5708061
	5708067
	5708076
	5708080
	5708085
	5708093
	5708096
	5708103
	5711681
	5711682
	5711683
	5711684
	5711685
	5711686
	5711687
	5711688
	5711689
	5711690
	5984048

	17-DEC-2004
	5703539
	5704914
	5705224

	20-DEC-2004
	5654650
	5698691
	5702329
	5702383
	5702393
	5702399
	5703527
	5704585
	5705417

	21-DEC-2004
	5693687
	5699143
	5699239
	5704466
	5705541
	5705952
	5708285
	6018372
	6099460

	22-DEC-2004
	5679691
	5705272
	5705391
	5705410
	5707192
	5707792
	5707796

	23-DEC-2004
	5701405
	5705521
	5709354

	27-DEC-2004
	5658085
	5690073
	5691494
	5694435
	5697952
	5699531
	5706225
	5707332
	5709384
	5710331
	5711506

	28-DEC-2004
	5709524

	29-DEC-2004
	5708574
	5710467
	5711162
	5711629
	5711633

	03-JAN-2005
	3979221
	4168197
	5681371
	5694623
	5709412
	5712524
	5712533
	5712700
	5713702
	5713788
	5713796

	04-JAN-2005
	5712401

	05-JAN-2005
	4213654
	5710576
	5710579
	5713062

	06-JAN-2005
	5662644
	5709466

	07-JAN-2005
	5720090
	5720516
	5720520
	5720631

	10-JAN-2005
	5686178
	5696939
	5713734
	5716823
	5717369
	5717372
	5718027
	5718360

	11-JAN-2005
	5717384

	12-JAN-2005
	5681970
	5712886
	5718448
	5718510

	13-JAN-2005
	5719579
	5719760
	5721095
	5721454
	5721535

	14-JAN-2005
	5662006
	5715110
	5722920
	5723525
	5745391
	6460621

	16-JAN-2005
	5425345
	5759864
	5759867
	5759869
	5759870
	5759871
	5759872
	5759873
	5759880
	5761454
	5761459
	5761461
	5761463
	5761466
	5761468
	5761469
	5761470
	5761473
	5761476
	5761479
	5761481
	5761482
	5761484
	5761654
	5761660
	5761663
	5761665
	5761668
	5761669
	5761670
	5761681
	5761683
	6047595

	18-JAN-2005
	5704550
	5716644
	5722248
	5722468
	5722486
	5722545
	5723489
	5723693
	5724162
	5724586

	19-JAN-2005
	5717760
	5723468
	5723565
	5724534
	5724573
	5725049

	21-JAN-2005
	4120849
	5677660
	5690571
	5711127
	5711502
	5721474
	5726927
	5726953
	5727442
	5727650
	5728254
	5728448

	24-JAN-2005
	3989747
	5727156
	5727157
	5727243

	25-JAN-2005
	5712562
	5722102
	5727107
	5729372

	26-JAN-2005
	5701844
	5722591
	5730267
	5730547
	5730625

	27-JAN-2005
	5703531
	5728548
	5731064
	5731265
	5731539

	28-JAN-2005
	5725267
	5727085
	5727266
	5736783

	31-JAN-2005
	5724945
	5733890
	5733903
	5733912
	5734123
	5735062
	5736828

	01-FEB-2005
	5667115
	5734363
	5734599
	5736107
	5736130
	6425819

	02-FEB-2005
	5709388
	5735815
	5735871
	5735934

	03-FEB-2005
	5729075
	5735918
	5736887
	5736906

	04-FEB-2005
	5654283
	5665160
	5733959
	5739698
	5740063
	5740089
	5741322
	5741454

	07-FEB-2005
	5724171
	5727990
	5741265
	5741995
	5743413

	08-FEB-2005
	5681893
	5696269
	5701306
	5728240
	5728785
	5733443
	5738917
	5741417
	5742553
	5744255
	6048567

	09-FEB-2005
	5656467
	5656469
	5657075
	5657571
	5733911
	5740936
	5743678
	6089413

	10-FEB-2005
	5656334
	5656435
	5656600
	5656630
	5656697
	5724578
	5725047
	5744146
	5744429
	5744451
	5744718

	11-FEB-2005
	5740499
	5744651
	5744664
	5744900
	5745789
	7110959

	14-FEB-2005
	4088754
	5684342
	5692776
	5694425
	5737671
	5737717
	5744458
	5746147
	5747432

	15-FEB-2005
	5661169
	5728272
	5745487
	5747308
	5748462
	5749408
	5749428
	5750273
	5750318
	5750392

	16-FEB-2005
	5688905
	5727992
	5730668
	5746134
	5750233
	5750587

	17-FEB-2005
	5740723
	5749440
	5750083
	5750965
	5751213

	18-FEB-2005
	5750580
	5752859

	22-FEB-2005
	4196981
	5720176
	5720454
	5743433
	5750975
	5751000
	5751003
	5751694
	5752325
	5753107

	23-FEB-2005
	4193806
	4202471
	4208341
	5658081
	5695294
	5705389
	5713083
	5721410
	5749319
	5750833
	5752851
	5752853
	5752896
	5753084
	5753088

	24-FEB-2005
	5711766
	5722316
	5753749
	5753807
	5753819
	5753837

	25-FEB-2005
	5751827
	5752916
	5753279
	5753284
	5753994
	5754507
	5755165

	28-FEB-2005
	5728216
	5754889
	5754900
	5755292

	01-MAR-2005
	5756297
	5757234

	02-MAR-2005
	5702274
	5709323
	5743177
	5744416
	5745267
	5747473
	5752848
	5754005
	5758260

	03-MAR-2005
	4212041
	5758026
	5758033
	5758039
	5758278

	04-MAR-2005
	3867794
	3914107
	5758270
	5758904
	5758927
	5759181
	6627851

	07-MAR-2005
	5704796
	5749861
	5755166
	5760951

	08-MAR-2005
	5759563
	5760075
	5760947
	5761007
	5761008
	5761400

	09-MAR-2005
	5762267
	5762940
	5763274
	5763848

	10-MAR-2005
	5659116
	5659128
	5760913
	5762604
	5763486

	11-MAR-2005
	5675936
	5763553
	5764509
	5764511
	5764569
	5764657
	5764671

	14-MAR-2005
	4177418
	5765318
	5765485
	5765514

	15-MAR-2005
	5750974
	5758481
	5765102
	5765140
	5765475
	5765493
	8304289

	16-MAR-2005
	5754585
	5754659
	5766198
	5843004

	17-MAR-2005
	5739697
	5756279
	5760423
	5766724
	5767725
	5768029
	5768144

	18-MAR-2005
	4118031
	5694581
	5762144
	5762953
	5766648
	5766650
	5767694
	5768239
	5768271
	5768729
	5768954

	21-MAR-2005
	4177729
	5769148
	5769161
	5769186
	5769410

	22-MAR-2005
	5767711
	5769901
	5769902
	5769962
	5769964
	5769966
	5769981
	5770119
	5770846

	23-MAR-2005
	5934290

	24-MAR-2005
	5684006
	5719111
	5759328
	5770126
	5770631

	25-MAR-2005
	5692535
	5771128
	5772052
	5957178

	28-MAR-2005
	5766119
	5771813
	5772012
	5772015

	29-MAR-2005
	5771255

	30-MAR-2005
	5763378
	5771829
	5773051
	5773054
	5774508

	31-MAR-2005
	5658870
	5764673
	5775090
	5775201
	5775203

	01-APR-2005
	5774142
	5774458
	5774647
	5775570
	5775881
	5775888
	5775942

	04-APR-2005
	5775922

	05-APR-2005
	5774323
	5774420
	5776158
	5776172
	5776700

	06-APR-2005
	5747630
	5770991
	5775668
	5775678
	5777298
	5777472
	5777546

	07-APR-2005
	5711508
	5770832
	5775186
	5775995
	5777068
	5777070
	5777071
	5777549
	5777557
	5777561
	5779535

	08-APR-2005
	5680471
	5768598
	5772168
	5778001

	11-APR-2005
	5691543
	5757210
	5773463
	5775944
	5779145
	5779304
	5779305
	5780691
	5780792
	6089438

	12-APR-2005
	5718414
	5775947
	5776882
	5778115
	5778130
	5778134
	5778148
	5778172
	5778189
	5778372
	5778373
	5778423
	5778430
	5778465
	5778750
	5779244
	5780050

	13-APR-2005
	5779360

	14-APR-2005
	5764907
	5780651
	5780808
	5782342

	15-APR-2005
	5733689
	5739561
	5749462
	5778118
	5782085
	5782089

	18-APR-2005
	5765158
	5777084
	5781215
	5781691
	5782136
	5782544
	5783840
	5783863
	5783890

	19-APR-2005
	4202668
	5753508
	5783789
	5784026
	5784031
	5784037
	5787371

	20-APR-2005
	5789377

	21-APR-2005
	5779731

	22-APR-2005
	3434743
	4166167
	5786525
	5786978
	5787218

	25-APR-2005
	5787808
	5787928
	5787996
	5788539
	5788544
	5789595
	5790736

	26-APR-2005
	5693107
	5722059
	5752955

	27-APR-2005
	5789636

	28-APR-2005
	5791660
	7074387

	29-APR-2005
	5785911
	5792198
	5792924

	02-MAY-2005
	5731257
	5793444

	03-MAY-2005
	4213043

	04-MAY-2005
	3773468
	5761001
	5781496

	05-MAY-2005
	5769884
	5779527
	5793701
	5798314

	06-MAY-2005
	5722918
	5796218
	5796223
	5797742
	5797984
	5797997
	5798306
	5798499

	09-MAY-2005
	5779242
	5784034
	5794769
	5798756
	5799992

	10-MAY-2005
	5771307
	5798675
	5798751
	5799547
	5799761

	11-MAY-2005
	5728552
	5800314
	5801375
	5801883
	5932293

	12-MAY-2005
	5770825
	5799843
	5800112
	5800156
	5801666
	5802001
	6252176

	13-MAY-2005
	5801825
	5801830

	16-MAY-2005
	5802826
	5803554
	5804519
	5804527
	5804583

	17-MAY-2005
	5772187
	5804355
	5804379
	5804428
	5804441

	18-MAY-2005
	5733049
	5804420
	6114802

	19-MAY-2005
	5759971
	5771220
	5799536
	5804671

	20-MAY-2005
	5759987
	5801871
	5805576
	5805904

	23-MAY-2005
	5793360
	5799993
	5802039
	5807436
	5807438
	5808199
	5808200
	5808238

	24-MAY-2005
	5787849
	5808325
	5808344
	5809393
	5809636
	5809874
	5809956

	25-MAY-2005
	5796046
	5808626
	5809459

	26-MAY-2005
	5728956
	5771031
	5807156
	5807160
	5809351
	5810000
	5810880
	5811211
	5811629

	27-MAY-2005
	3620495
	5799758
	5806258
	5806536
	5806551
	5806634
	5810765
	5813662
	5813734
	5813810

	31-MAY-2005
	5774449
	5810772
	5812894
	5812929
	5814659
	5815315
	5815799
	5816228
	5820198
	6004961
	6967069

	01-JUN-2005
	5722447
	5816225

	02-JUN-2005
	5785740
	5815231
	5817616
	5817995
	5818367
	5819177

	03-JUN-2005
	5799541
	5804050
	5811172
	5819156
	5819195
	5822146

	06-JUN-2005
	5762823
	5799806
	5808209
	5820305
	5821263

	08-JUN-2005
	3366776
	5819380
	5820441
	5821640
	5821663

	09-JUN-2005
	4202092
	5800907
	5802795
	5811191
	5818417
	5822616
	5822929
	5823282

	10-JUN-2005
	5803020
	5823130
	5824074

	13-JUN-2005
	5823140
	5825493

	14-JUN-2005
	5818080
	5824273
	5826028
	5826056

	15-JUN-2005
	5827164

	16-JUN-2005
	5798747
	5824313
	5826651
	5826652
	5826757
	5826759

	17-JUN-2005
	5827564

	20-JUN-2005
	5811728
	5824807
	5829146

	21-JUN-2005
	5829214
	5830627

	22-JUN-2005
	5778461
	5823283
	5828227

	23-JUN-2005
	5740492
	5826799
	5831264

	24-JUN-2005
	5829078
	5830779
	5832374
	5932294

	27-JUN-2005
	5794062
	5826100
	5830761
	5831692
	5831696
	5831941
	5832063
	5832068
	5832275

	28-JUN-2005
	5816489
	5829322

	29-JUN-2005
	5808153
	5823545
	5830887
	5835208
	5835796

	30-JUN-2005
	5826441

	01-JUL-2005
	5829259
	5829749
	5836262

	05-JUL-2005
	5827876
	5836491
	5836846
	5836864
	5840160
	5934192
	5934194

	06-JUL-2005
	5836785

	07-JUL-2005
	5779307
	5801918
	5809350
	5836025

	08-JUL-2005
	5833630
	5836029
	5836258
	5836267
	5836965
	5839167

	11-JUL-2005
	5796446
	5835247
	5840418
	5840938

	12-JUL-2005
	5840900
	5843028
	5845180
	6072183

	13-JUL-2005
	5779756
	5799154
	5843756
	5845201
	5845713

	14-JUL-2005
	5778374
	5839372

	15-JUL-2005
	5753663
	5826031
	5826062
	5838033
	5841641
	5845967
	5847684

	18-JUL-2005
	5847069
	5847267

	19-JUL-2005
	5740248
	5829018
	5847177
	5847809
	5847987
	5848017
	5848900

	20-JUL-2005
	5845851
	5848963
	5849221
	5849886

	21-JUL-2005
	5831073
	5831202
	5839170
	5847367
	5849747
	5851013
	5857826
	5864142

	22-JUL-2005
	5848955
	5850262
	5850264
	5850634
	5850874
	5852653
	5859717

	25-JUL-2005
	4208415
	5851871
	5851882
	5851932
	5858948

	26-JUL-2005
	5850905
	5851010
	5853064

	27-JUL-2005
	5851788
	5853268

	28-JUL-2005
	5854045
	5854046
	5854061
	5854141

	29-JUL-2005
	4087966
	5751606
	5822612
	5836807
	5840599
	5847923
	5855340

	01-AUG-2005
	5771141
	5824607
	5849715
	5849937
	5852500
	5853271
	5854828
	5855157

	02-AUG-2005
	5859171
	5859555
	5861147

	03-AUG-2005
	5775173
	5805899
	5853795
	5860491
	5860545
	5860752

	04-AUG-2005
	5851976
	5854918
	5854935
	5859343

	05-AUG-2005
	5852894

	08-AUG-2005
	5853565
	5862436

	09-AUG-2005
	4169446
	5781900
	5825000
	5859328
	5863040
	5863415
	5863447
	5863450
	5863596
	5863599
	5863829
	5864473
	5867802
	6112524

	10-AUG-2005
	5860391
	5862336
	5862653

	11-AUG-2005
	5808946
	5830840

	12-AUG-2005
	5864495
	5864504

	15-AUG-2005
	5826809
	5831119
	5835347
	5848141
	5860053
	5863865
	5864704
	5865200

	16-AUG-2005
	5834562
	5866470
	5867145

	17-AUG-2005
	5822678
	5867231

	18-AUG-2005
	5826057
	5853198
	5863179
	6299788

	19-AUG-2005
	5866432
	5868578

	22-AUG-2005
	5867097
	5867236
	5867243
	5867260
	5867822
	5868700
	5868701
	5868727
	5868778

	23-AUG-2005
	5800319

	24-AUG-2005
	5833323
	5853110
	5870787
	5870832

	25-AUG-2005
	5871879

	26-AUG-2005
	5836442
	5872953
	5873428
	5873876
	5877114
	5880853
	5880856
	5886724

	29-AUG-2005
	5864939
	5870972
	5872308
	5872309
	5873088

	30-AUG-2005
	5853502
	5869533
	5869884
	5873094
	5873095

	31-AUG-2005
	5870669
	5874376
	5874657

	01-SEP-2005
	5811179
	5873924
	5875407
	5877245

	02-SEP-2005
	5792163
	5841844
	5864467
	5874862
	5875444
	5880256

	06-SEP-2005
	5876363
	5876445
	5876450
	5877183
	5878130
	5878151
	5878158
	5880357

	07-SEP-2005
	5868108
	5876986
	5877033

	09-SEP-2005
	5878204
	8641402

	12-SEP-2005
	5869364
	5878871
	5880377
	5880943
	5885906

	13-SEP-2005
	5876640
	5881487
	5881641
	5882512
	5882691
	5882693

	14-SEP-2005
	5865601
	5873412
	5880951
	5881409
	5881428
	5881451
	5883355
	5883419

	15-SEP-2005
	5879233
	5882614
	5887874
	5887980
	5888711

	16-SEP-2005
	5876253
	5884096
	5884100
	6178047

	19-SEP-2005
	5851373
	5868736
	5880885
	5884218
	5884836
	5885099
	5885100
	5887278

	20-SEP-2005
	5846535
	5884285
	5885160
	5885912
	5885915
	5885916
	5886025
	5886171
	5886297
	8151883

	21-SEP-2005
	5854917
	5886326
	5886652
	5886929

	22-SEP-2005
	5777559
	5883642
	5888351
	5888806
	5889582
	5889583

	23-SEP-2005
	5852035
	5886721

	26-SEP-2005
	5863033
	5885387
	5890083
	5890424
	5891041

	27-SEP-2005
	5867828
	5887883
	5888051
	5890468
	5890940
	5890944
	5891044
	5891101
	5891104
	5891372
	5891568
	5934196

	28-SEP-2005
	5860971
	5887087
	5890484
	5890527
	5892239

	29-SEP-2005
	5688445
	5887414
	5891341
	5891426
	5891902
	5892309
	5894030
	5895506

	30-SEP-2005
	4154174
	5862229
	5895519
	5895765
	5895972

	03-OCT-2005
	5890039
	5894074
	5894082
	5895974
	5896621
	5896940

	04-OCT-2005
	5890828
	5895108
	5896671
	5896688
	5904175

	05-OCT-2005
	5726334
	5886692
	5897219
	5897634
	5897972
	5899638
	5901974
	5902014

	06-OCT-2005
	5892250
	5892530
	5897123
	5897368
	5898523
	5898902
	5900555
	5900611
	5901236
	5901520
	5901521
	5901906
	5901944
	5902022
	5903304
	5903947

	07-OCT-2005
	5782121
	5832258
	5881158
	5893584
	5897363
	5903299

	11-OCT-2005
	5886641
	5888342
	5897353
	5899544
	5904854
	5904872
	5904888
	5905051
	5905059
	5905468
	5905618
	5905652
	5905886
	5906071

	12-OCT-2005
	5897556
	5904447
	5904462
	5905595
	5906424
	5906648

	13-OCT-2005
	5904847
	5904851
	5906974
	6024897
	6048354

	14-OCT-2005
	5899626
	5903620
	5906454
	5909564
	5922280

	17-OCT-2005
	5854890
	5879636
	5901961
	5904659
	5908754
	5908845
	5909000
	5909014
	5909293
	5909315
	5909514
	5909725
	5910913

	18-OCT-2005
	5679785
	5889860
	5903466
	5908324
	5908327
	5908332
	5908335
	5908357
	5909819

	19-OCT-2005
	5895811
	5908650
	5909834
	5909847
	5910211
	5910300

	20-OCT-2005
	5890477
	5905337
	5905344
	5905541
	5914326
	5916492
	5916499

	21-OCT-2005
	5906419
	5915060
	5915914
	5916074
	5916076
	5916505

	24-OCT-2005
	5881177
	5902135
	5916835
	5917368

	25-OCT-2005
	3457716
	5889195
	5906640
	5908746
	5910106
	5918099

	26-OCT-2005
	3881832
	5914254
	5918532
	5919449

	27-OCT-2005
	5919963
	5920185
	5925587

	28-OCT-2005
	5836272
	5836880
	5890403
	5919796
	5919812
	5919827

	31-OCT-2005
	5709352
	5797981
	5891709
	5908355
	5917071
	5921691
	5921696
	5921697

	01-NOV-2005
	5941320

	02-NOV-2005
	5878200
	5919084
	5921578

	03-NOV-2005
	5859260
	5921700
	5922540

	04-NOV-2005
	5653871
	5859330
	5921873
	5923251
	5923297
	5923515
	5923611
	5925016

	07-NOV-2005
	5918219
	5921259
	5923905
	5924009
	5924018

	08-NOV-2005
	5916407
	5924596

	09-NOV-2005
	5919780
	5926040
	5926501
	5927618

	10-NOV-2005
	5926724
	5927580
	5927707
	5927709

	14-NOV-2005
	5651535
	5836288
	5907264
	5919161
	5928831
	5930641
	5931383
	5931397
	5932672
	5933275
	5933341
	5933343
	5933344
	5933346
	5933354

	15-NOV-2005
	5923318
	5925770
	5927796
	5927816
	5927984

	16-NOV-2005
	3972908
	5922732
	5924198
	5927997
	5928860
	5929147

	17-NOV-2005
	5922903
	5924290
	5927588
	5930012
	5930087
	5930123
	5930144

	18-NOV-2005
	5920921
	5925168
	5928958
	5931788
	5933468
	5933475
	5934463
	5935121

	21-NOV-2005
	5893919
	5899974
	5930114
	5933512
	5933695
	5933705
	5933770
	5934731
	5935130
	5935982

	22-NOV-2005
	4137600
	5836106
	5927029
	5931451
	5933416
	5935090
	5935093
	5935140
	5936053
	5936213
	5936263
	6686648

	23-NOV-2005
	5927939

	25-NOV-2005
	5778470
	5860421
	5908432
	5934741
	5936727
	5936749
	5936768
	5936830
	5936881
	5937305
	5937405
	5937409
	5937430
	5938966
	5938982
	5939161
	5939406
	5939422
	5939908

	28-NOV-2005
	5906097
	5918773
	5939953

	29-NOV-2005
	5787221
	5930411
	5937296
	5937846
	5938351
	5939336
	5939897
	5940036
	5940049
	6817891

	30-NOV-2005
	5886688
	5923091
	5927708
	5932408
	5932815
	5937844
	5941021

	01-DEC-2005
	5940896

	02-DEC-2005
	5858931
	5939371
	5942170

	05-DEC-2005
	5938512
	5941905
	5942591

	06-DEC-2005
	5859771
	5884290
	5936338
	5936348
	5942799
	5942975
	5943009
	5943011
	5943196
	5946626

	07-DEC-2005
	5947263

	08-DEC-2005
	5938017
	5941044
	5947651
	5948434

	09-DEC-2005
	5948587
	5948912

	12-DEC-2005
	5879846
	5948533
	5948577
	5948777
	5950249

	13-DEC-2005
	5843760
	5934949
	5951093
	5951096

	14-DEC-2005
	5922901
	5951139
	5951398

	15-DEC-2005
	5940688
	5950653
	5951752
	5951786
	5951787

	16-DEC-2005
	3879428
	5951197
	5952157
	5952168
	5952471

	19-DEC-2005
	5951702
	5951703
	5952441
	5952462
	5952496
	5952544
	5952818
	5969177

	20-DEC-2005
	3891444
	4071665
	5703759
	5707334
	5707709
	5948583
	5952568
	5952637
	5965296
	5965298
	5965299
	5965304
	5965305
	5965310
	5965317
	5965321
	5965322
	5965326
	5965391
	5965393
	5965394
	5965395
	5965419
	5965425
	5965428
	5965430
	5965434
	5965439
	5965446
	5965448
	5965452
	5965455
	5965458
	5965472
	5965598
	5965602
	5965604
	5965608
	5965611
	5965613
	5965620
	5965623
	5965629
	5965634
	5965642
	5965647
	5965652
	5965655
	5965658
	5965663
	5965689
	5965692
	5965693
	5965700
	5965703
	5965708
	5965710
	5965712
	5965717
	5965719
	5965720
	5965796
	5965802
	5965812
	5965822
	5965830
	5965836
	5965837
	5965842
	5965845
	5965847
	5965870
	5965878
	5965883
	5965889
	5965894
	5965898
	5965901
	5965907
	5965909
	5965917
	5965941
	5965947
	5965965
	5965969
	5965978
	5966052
	5966061
	5966068
	5966076
	5966087
	5968684
	5968688
	5968692
	5968694
	5968704
	5968706
	5968709
	5968711
	5968715
	5969648
	5969662
	5969696
	5969712
	5969720
	5969734
	5969761
	5969764
	5969768
	5969773
	5970270
	5970279
	5970315
	5970345
	5970351
	5970377
	5970393
	5970404
	5970409
	5970416
	5972103
	5972106
	5972114
	5972115
	5972117
	5972118
	5972121
	5972122
	5972125
	5972126
	5972128
	5972132
	5972133
	5972134
	5972135
	5972136
	5972138
	5972485
	5972490
	5972503
	5972538
	5972541
	5972551
	5972572
	5972661
	5972664
	5972665
	5972666
	5972667
	5972671
	5972675
	5972677
	5972685
	5972687
	5972688
	5972695
	5972699
	5973132
	5973134
	5973147
	5973150
	5973153
	5973159
	5973166
	5973178
	5973188
	5973437
	5973460
	5973462
	5973531
	5973534
	5973545
	5973550
	5973557
	5973559
	5973570
	5974346
	5974348
	5974373
	5974375
	5974379
	5974380
	5974383
	5974386
	5974391
	5974395
	5974399
	5974400
	5974408
	5974409
	5974411
	5974414
	5974421
	5974458
	5974460
	5974464
	5974467
	5974470
	5974472
	5974474
	5974480
	5974483
	5974488
	5974490
	5974493
	5974495
	5974497
	5974498
	5974503
	5974506
	5974509
	5974551
	5974559
	5974565
	5974570
	5974574
	5974577
	5974649
	5974650
	5974651
	5974652
	5974653
	5974669
	5974671
	5974672
	5974673
	5974674
	5974676
	5974680
	5978553
	5978557
	5978561
	5978562
	5978567
	5978573
	5978577
	5978583
	5978588
	5978592
	5978720
	5978728
	5978731
	5978747
	5978760
	5978762
	5978777
	5978784
	5978791
	5978799
	5985258
	5985263
	5985264
	5985265
	5985266
	7491751

	21-DEC-2005
	5836894
	5879866
	5952016
	5952058
	5953775
	5954016
	5954354
	5954626
	5954751

	22-DEC-2005
	5930041
	5940077
	5941039
	5942172
	5949588
	5952938
	5954858
	5955002
	5972110

	23-DEC-2005
	5887806
	5956756
	5956761
	5956990
	5957520
	5957522
	5957596
	5957603
	5957616

	27-DEC-2005
	5954732
	5955915
	5956751
	5956822
	5956846
	5956935
	5956993
	5957045
	5957300
	5957303
	7285531

	28-DEC-2005
	5952021

	29-DEC-2005
	5958261
	5958267
	5958269

	30-DEC-2005
	5960020

	03-JAN-2006
	5956737
	5956780

	04-JAN-2006
	5948341
	5956763
	5957614

	05-JAN-2006
	5951497
	5955445
	5958241
	5958668

	06-JAN-2006
	5875671
	5956494
	5956495
	5961936
	5962099

	09-JAN-2006
	5957081
	5961941
	5962771

	10-JAN-2006
	5962288
	5963920
	5964222

	11-JAN-2006
	5962388

	12-JAN-2006
	5959418
	5964987
	5965818
	5965880

	13-JAN-2006
	5956985
	5960844

	17-JAN-2006
	4007057
	5811626
	5921432
	5964512
	5965292
	5965827
	5967039
	5967110
	5968430
	5968982
	5969128
	5971470

	18-JAN-2006
	5960378
	5962406
	5962537
	5972806
	5980700

	19-JAN-2006
	5948039
	5970115
	5970143
	5970151

	20-JAN-2006
	5971998
	5973634
	5973886

	23-JAN-2006
	5971809
	5973880
	6591313

	24-JAN-2006
	5941024
	5976222

	25-JAN-2006
	5884528
	5908771
	5939155
	5970155
	5973426
	5977602

	26-JAN-2006
	5973682
	5980885

	27-JAN-2006
	5970678
	5970864
	5970922
	5978339
	5983624

	30-JAN-2006
	5941584
	5965829
	5981142
	5981185
	5983046
	5983422

	31-JAN-2006
	5952935
	5958981
	5978631
	5980572
	5981228
	5982511
	5983074
	5985641

	01-FEB-2006
	5980625
	5984478
	5986309

	02-FEB-2006
	5836044
	5970116

	03-FEB-2006
	5728428
	5983395

	06-FEB-2006
	5973660
	5981242

	07-FEB-2006
	5958971
	5989216
	5989276

	08-FEB-2006
	5979090
	5979420
	5979421
	5979823
	5979936
	5984375
	5986799
	5989797
	5991721
	6252032

	09-FEB-2006
	5921785
	5922028
	5989838
	6962702

	10-FEB-2006
	5982147
	5986073
	5993316
	5995842
	5995931

	13-FEB-2006
	5885240
	5954772
	5960866
	5965761
	5965762
	5995481

	14-FEB-2006
	5906689
	5989887
	5996172
	5996543
	5996615
	5997221

	15-FEB-2006
	5916077
	5996898
	5997513

	16-FEB-2006
	5988017
	5998059
	5998174
	5998182
	5998796

	17-FEB-2006
	5984338
	5986432
	5986989
	5997987
	5998778
	5998808

	21-FEB-2006
	5942527
	5986742
	5999204
	5999238

	22-FEB-2006
	5829725
	5941984
	5988902

	23-FEB-2006
	5759876
	5761658
	5967646
	5987619
	5989924
	6000196
	6000506
	6000536
	6001086
	6001522
	6041451
	6041465
	6041540
	6041541
	6041546
	6041549
	6041572
	6041584
	6041590
	6042514
	6042519
	6042523
	6042526
	6042553
	6042562
	6042572
	6042575
	6042578
	6044817
	6044819
	6044822
	6044823
	6044828
	6044833
	6044838
	6044841
	6044845
	6044849
	6044850
	6044852
	6044853
	6044854
	6044856
	6045163
	6045169
	6045171
	6045175
	6046430
	6046459
	6046464
	6046474
	6046489
	6046495
	6046508
	6066640
	6252012

	24-FEB-2006
	6001616
	6001631
	6002183
	6004651

	27-FEB-2006
	5992294
	5999010
	6001501
	6002685

	28-FEB-2006
	5985861
	5994564
	5994774
	6000185
	6003108
	6003988
	6004133
	6004654

	01-MAR-2006
	6004033
	6005074

	02-MAR-2006
	6006147
	6008095
	8202342

	03-MAR-2006
	5988879
	6001548
	6005900
	6005909

	06-MAR-2006
	6007825
	6008128
	6009670
	7325742

	07-MAR-2006
	5952003
	6003974
	6008268
	6009089
	6010006

	08-MAR-2006
	5906425
	6004164
	6005899
	6008806
	6009119

	09-MAR-2006
	6001131
	6001206
	6010760
	6011364

	10-MAR-2006
	5998795
	6001901
	6011035
	6011036
	6011385

	13-MAR-2006
	6008472
	6008720
	6012290
	6012508
	6012583

	14-MAR-2006
	6012784

	15-MAR-2006
	5836793
	5943024
	5987239
	6000186
	6005051
	6013970

	16-MAR-2006
	6011001
	6015718

	17-MAR-2006
	5850400
	6006895
	6012540
	6017160
	6017202
	6017532

	20-MAR-2006
	5983878
	6016294

	21-MAR-2006
	5890994
	6012633
	6012634
	6017038
	6018565
	6018850

	22-MAR-2006
	6011030
	6014388
	6018187
	6019162
	6019428

	23-MAR-2006
	6010356
	6019437
	6041526

	24-MAR-2006
	5980464
	5986489
	6014341
	6021643
	6021701
	6021981
	6021991
	6021996
	6021999
	6022064
	6022727
	6027318

	27-MAR-2006
	6007071
	6012015
	6017633
	6020146

	28-MAR-2006
	5957518

	29-MAR-2006
	6005287
	6009087
	6009120
	6020552
	6024523
	6024684
	6024738
	6025048
	8612918

	30-MAR-2006
	6017024
	6025182
	6026867

	31-MAR-2006
	6016225
	6024163
	6024673
	6026623

	03-APR-2006
	6024169
	6026438
	6026440

	04-APR-2006
	5989277
	6027860
	6028133
	6028139
	6028286

	05-APR-2006
	6015417
	6021979
	6027595
	6027596
	6028151
	6028394
	6028587
	6028679

	06-APR-2006
	6028414
	6028419
	6030019
	6030022

	07-APR-2006
	6014715
	6020602
	6020856
	6025527
	6030703
	6030826
	6031594

	10-APR-2006
	5930038
	5988305
	6000188
	6031642
	6031985
	6033716

	11-APR-2006
	5956872
	5990097
	6014956
	6032330
	6032350
	6032354
	6032996

	12-APR-2006
	5765600
	6019426
	6023606
	6023947
	6029424
	6032424
	6033726
	6414868

	13-APR-2006
	6024465
	6031603

	14-APR-2006
	5997997
	6024162
	6025533
	6025776
	6035596
	6035643
	6066846
	6067750

	17-APR-2006
	6035081

	19-APR-2006
	4194888
	6033648
	6038676
	6040906

	20-APR-2006
	6026612
	6035048
	6037378
	6037381
	6040194

	21-APR-2006
	6004024
	6028138
	6031611
	6038959
	6038968
	6040456
	6041003

	24-APR-2006
	6041038

	25-APR-2006
	3765786
	6041722
	6042723

	26-APR-2006
	5859264
	6032632
	6044156
	6046039

	27-APR-2006
	6041647
	6044959
	6045095
	6045109
	6045134
	6045136
	6045207
	6045321

	28-APR-2006
	6034709
	6034721
	6041623
	6045009
	6045723

	01-MAY-2006
	6035214
	6037233
	6040909
	6050574

	02-MAY-2006
	5955844
	6043217
	6046079
	6046080
	6046081
	6046090
	6046535
	6046569

	03-MAY-2006
	5897249
	6026435
	6035053
	6047147

	04-MAY-2006
	6040512
	6047983

	05-MAY-2006
	6036033
	6048507
	6048509
	6049096

	08-MAY-2006
	6024529
	6041007
	6045184
	6049387
	6050052
	6050057
	6556830

	09-MAY-2006
	5669209
	6050541
	6051027

	10-MAY-2006
	6038845
	6049132
	6051107
	6051140
	6051183
	6051328
	6051537
	6052035
	6052041
	6052055

	11-MAY-2006
	5763966
	6021238
	6043005
	6045368
	6046558
	6048031
	6050300
	6052157
	6052292
	6052295
	6052374

	12-MAY-2006
	6013414
	6044437
	6049407

	15-MAY-2006
	6045227
	6045482
	6049667
	6053053

	16-MAY-2006
	3913349
	5992285
	6046316
	6053372
	6055010
	6055089
	6055281
	6056392

	17-MAY-2006
	6047445
	6052052
	6056333

	18-MAY-2006
	5998150
	6051897
	6052303
	6055885
	6055931
	6056472
	6056474

	19-MAY-2006
	6042677
	6048617
	6053231

	22-MAY-2006
	6049843
	6050296
	6053385
	6056806
	6056813
	6057136

	23-MAY-2006
	5816855
	6058192
	6058572
	6058975

	24-MAY-2006
	6051226
	6056081
	6058659
	6060606
	6060779

	25-MAY-2006
	6027783
	6055973
	6058771
	6059900
	6059904
	6059909
	6060008
	6060020
	6060680
	6060682
	6060709
	6060735
	6060785
	6061438
	6061813
	6064693
	7331854

	26-MAY-2006
	6052929
	6059080
	6061369

	30-MAY-2006
	6054461
	6054836
	6054896

	31-MAY-2006
	6060918
	6061801
	6065372
	6065427

	01-JUN-2006
	6061866
	6063014
	6064488

	05-JUN-2006
	5970156
	6062509
	6069271

	06-JUN-2006
	4120815
	5845453
	6022715
	6056459
	6067896
	6068323
	6068340
	6068746
	6069033
	6069257
	6069366

	07-JUN-2006
	5669271
	5943107
	6058121
	6068259
	6069577
	6070021
	6070064
	6070105

	08-JUN-2006
	5669263
	6024180
	6060998

	09-JUN-2006
	6058570
	6070639
	6072081

	12-JUN-2006
	6058970
	6063151
	6067530
	6067567
	6068157
	6072975
	6073044
	6073068

	13-JUN-2006
	6056817
	6069214
	6073081
	6073268
	6073276
	6073370

	14-JUN-2006
	5988522
	6074662
	6074873
	6075241
	6109471

	15-JUN-2006
	5999001
	6065789
	6069493
	6069541
	6069563
	6075124
	6075128
	6075162
	6075247

	16-JUN-2006
	5886814

	17-JUN-2006
	6067026

	19-JUN-2006
	6028484
	6045330
	6045725
	6073056

	20-JUN-2006
	6076679

	21-JUN-2006
	6072994
	6077651

	22-JUN-2006
	6041990
	6077684

	23-JUN-2006
	6059490
	6078193
	6079108
	6079138
	6079145
	6079226

	26-JUN-2006
	6075253

	27-JUN-2006
	5854933
	5862103
	6051882
	6068434
	6072445
	6076642
	6081065
	6081417
	6081450
	6081971
	6081995

	28-JUN-2006
	5987990
	6022743
	6032411
	6035806
	6040911
	6045097
	6066372
	6076396
	6081750
	6081764
	6081765
	6081769
	6083430

	29-JUN-2006
	5976242
	6071739

	30-JUN-2006
	5989085
	6079779
	6084513
	6084517

	03-JUL-2006
	6046068
	6079109
	6083174
	6084422

	05-JUL-2006
	6011196
	6076385
	6076918
	6083410
	6084009
	6084581
	6085941

	06-JUL-2006
	6081920
	6081994
	6084759
	6084771
	6084899
	6084967
	6087002

	07-JUL-2006
	6068283
	6070591
	6086718
	6090755

	10-JUL-2006
	6060740
	6082981
	6083976
	6084540
	6084600
	6085943
	6088113
	6090840

	11-JUL-2006
	6078527
	6084660

	12-JUL-2006
	6089834
	6090635
	6090894

	13-JUL-2006
	6089890

	14-JUL-2006
	6074335
	6091928
	6092171

	17-JUL-2006
	6083143
	6085952
	6091834
	6092648

	19-JUL-2006
	6068466
	6094033
	6094392
	6094927
	6095431

	20-JUL-2006
	5831108
	6092991
	6097573

	21-JUL-2006
	5837430
	5845778
	6075856

	24-JUL-2006
	3776200
	6057202
	6075239
	6093946
	6097774
	6101437

	25-JUL-2006
	6099297
	6099308

	26-JUL-2006
	6066321
	6085914
	6099180
	6101176

	27-JUL-2006
	6098430
	6103160
	6145379

	28-JUL-2006
	6100006
	6100192

	31-JUL-2006
	6069455
	6094307
	6102669
	6105672
	6153498
	6159591

	01-AUG-2006
	6104743
	6105033

	02-AUG-2006
	4080399
	5840282
	6036504
	6105676

	03-AUG-2006
	6106991
	6107583
	6107682

	04-AUG-2006
	6082870

	07-AUG-2006
	5764701
	5971469
	6019429
	6040721
	6057969
	6100526
	6108068
	6109500
	6109517
	6109659
	6109695
	6109804

	08-AUG-2006
	6046559
	6099533
	6109944
	6109945
	6109967
	6110122

	09-AUG-2006
	6109921
	6109925
	6110291
	6110637
	6111812
	6112242

	10-AUG-2006
	6109204

	11-AUG-2006
	5908861
	6111056
	6113579
	6116618

	14-AUG-2006
	6089664
	6111362
	6112243
	6114648
	6114922
	6114946
	6114972
	6116258
	6116260

	15-AUG-2006
	6082200
	6103174
	6116406
	6117103
	6117104

	16-AUG-2006
	6112776
	6115061

	17-AUG-2006
	6115156

	18-AUG-2006
	6119709

	21-AUG-2006
	6008473
	6052856
	6067894
	6109791
	6117885
	6119394
	6119980
	6120418
	6120421

	22-AUG-2006
	4137632
	6120692
	6122471

	23-AUG-2006
	6083473
	6121878
	6121880
	6121901
	6174877

	24-AUG-2006
	6098084
	6121813

	25-AUG-2006
	5965673
	6124859
	6128440

	28-AUG-2006
	6116930
	6116984
	6119375
	6120028
	6125353
	6125358
	6428941

	29-AUG-2006
	6117471
	6123841
	6125995

	30-AUG-2006
	6109577
	6118600
	6123383
	6126425
	6126601

	31-AUG-2006
	6127643
	6673716

	01-SEP-2006
	6112609
	6125205
	6125222
	6127690
	6127920

	05-SEP-2006
	6125815
	6129462
	6129524
	6129856
	6135299

	06-SEP-2006
	6130447
	6131173

	07-SEP-2006
	6123913
	6125799
	6127258
	6132662
	6135090
	6135700

	08-SEP-2006
	6126806
	6136968

	11-SEP-2006
	6132773
	6134684
	6135954
	6135957
	6135959
	6136332

	12-SEP-2006
	6136402

	13-SEP-2006
	5884844
	6058237
	6067238
	6124687
	6126540
	6134834
	6136079
	6136475
	6137061
	6137068
	6137910
	6138191
	6138226

	14-SEP-2006
	6114361
	6127760
	6138348
	6138350
	6139341

	15-SEP-2006
	6127717
	6128905
	6135028
	6138316
	6140038

	18-SEP-2006
	6129594
	6129629
	6140013

	19-SEP-2006
	6111708
	6139972

	20-SEP-2006
	6119389
	6131188
	6131679
	6138034
	6138357
	6140353
	6141057
	6141526
	6141635

	21-SEP-2006
	6117878
	6137290
	6141256

	22-SEP-2006
	6126361
	6134631
	6142398
	6142717

	25-SEP-2006
	5939411
	6135366
	6136105
	6142829
	6143886
	6314730

	26-SEP-2006
	5855142
	6136570
	6142700
	6143913

	27-SEP-2006
	6137017
	6144206
	6144265
	6145459
	6145474

	28-SEP-2006
	6142231

	29-SEP-2006
	6145342
	6146371
	6148115

	02-OCT-2006
	6136483
	6146353
	6146464

	03-OCT-2006
	6084742
	6088929
	6127714
	6138194
	6145874
	6147372

	04-OCT-2006
	6145989
	6148746
	6149328
	6149450

	05-OCT-2006
	6058201
	6096413
	6118211
	6147742
	6149230

	06-OCT-2006
	5774283
	6142976
	6148339
	6149212

	10-OCT-2006
	6035593
	6144171
	6150624
	6150979
	6150985
	6151702
	6182925

	11-OCT-2006
	6044255
	6131362
	6153573

	12-OCT-2006
	6150989
	6153126
	6155029
	6157182

	13-OCT-2006
	6084599
	6154754

	16-OCT-2006
	6152088
	6155650
	6159240

	17-OCT-2006
	6148341
	6155643
	6158354
	6158357
	6159615
	6160148

	18-OCT-2006
	6050298
	6119649
	6158656
	6160194

	19-OCT-2006
	6051318
	6119363
	6160347
	6162329
	6167351

	20-OCT-2006
	6124686
	6150353

	23-OCT-2006
	6147537
	6151439
	6157539
	6157560
	6158548
	6158647
	6163263

	24-OCT-2006
	6159220
	6159572
	6164131
	6164449
	6167372

	25-OCT-2006
	6141339

	26-OCT-2006
	6148889
	6159033
	6160663
	6160677
	6163709
	6166232
	6167305
	6167382
	6228788
	6229341

	27-OCT-2006
	6142899
	6148383
	6148494
	6161833
	6164303

	30-OCT-2006
	6160344
	6165065
	6169149

	31-OCT-2006
	6158808
	6166023
	6169091

	01-NOV-2006
	6163175
	6168040
	6168155
	6169961
	6170194

	02-NOV-2006
	5887085
	6166221
	6169762
	6170709
	6170997

	03-NOV-2006
	6145960
	6171036
	6171881
	6172839

	06-NOV-2006
	6161948
	6169261

	07-NOV-2006
	6170292
	6170313
	6170321
	6171205
	6172959
	6173784
	6173908
	6173920
	6174418
	6174476
	6174481
	6174636
	6175499

	08-NOV-2006
	6172677
	6173885

	09-NOV-2006
	6164701
	6164965
	6171915
	6174897
	6174904
	7462140

	10-NOV-2006
	6121127
	6167274
	6177809

	13-NOV-2006
	6167164
	6167374
	6172108
	6175206
	6176068

	14-NOV-2006
	5953795
	6101213
	6147367
	6173192
	6177664
	6177666
	6177763
	6178301
	6178309
	6178476
	6178627
	6178681

	15-NOV-2006
	6158771
	6168367
	6177600
	6178596

	16-NOV-2006
	6177299
	6179577
	6179858
	6180090
	6180095
	6180100
	6181049
	6181118

	17-NOV-2006
	6147370
	6170787
	6173880
	6180189
	6180686
	6180707
	6180727
	6180767
	6181260
	6181264
	6181313
	6181559

	20-NOV-2006
	6170858
	6180070
	6181513
	6181522
	6182369

	21-NOV-2006
	6171223
	6171225
	6171456
	6171580
	6171672
	6182402
	6183037
	6183231
	6183250
	6183861
	6184095
	6188184

	22-NOV-2006
	6102429
	6172063
	6172489
	6180301
	6180320

	24-NOV-2006
	6145231
	6183768
	6186701
	6187209
	6187338

	27-NOV-2006
	6173319

	28-NOV-2006
	6183484
	6188075
	6188092
	6188098
	6189473
	6189500
	6189660

	29-NOV-2006
	6175185
	6175219
	6184255
	6191659
	6193828

	30-NOV-2006
	6176815
	6176819
	6177133
	6177233
	6183224
	6190099
	6190301

	01-DEC-2006
	6173809
	6178223
	6180719
	6230739

	04-DEC-2006
	6140223
	6149199
	6186310

	05-DEC-2006
	5919504
	6179716

	06-DEC-2006
	6180224
	6189759
	6197198
	6202708
	6204424

	07-DEC-2006
	6014410
	6203297
	6203371
	7462147

	08-DEC-2006
	6181533
	6182103
	6272657

	11-DEC-2006
	5659535
	6182699
	6202962
	6205361
	6205885
	6205943
	6205953
	6205995
	6206094

	12-DEC-2006
	3166346
	5689121

	13-DEC-2006
	6176692
	6207252
	6281334
	6282770
	6282819
	6298021

	14-DEC-2006
	6147119
	6202301
	6207257
	6208731

	15-DEC-2006
	5965422
	5965436
	5965437
	5965444
	5965697
	5974531
	6153623
	6189134
	6205197
	6208693
	6208823
	6284150
	6284154
	6284158
	6284161
	6284164
	6284218
	6284220
	6284223
	6284238
	6284312
	6284315
	6284318
	6284323
	6284325
	6284332
	6284375
	6284381
	6284398
	6284543
	6284548
	6284552
	6284555
	6284561
	6284567
	6284568
	6284695
	6284699
	6284704
	6284706
	6284715
	6284719
	6284736
	6284742
	6284749
	6284754
	6284758
	6284765
	6284768
	6284770
	6284777
	6284779
	6284788
	6284791
	6284821
	6284849
	6284862
	6284873
	6284941
	6284946
	6284954
	6284960
	6284966
	6284973
	6284982
	6284988
	6284992
	6284999
	6285015
	6285019
	6285026
	6285036
	6285038
	6285039
	6285048
	6285079
	6285115
	6285163
	6285164
	6285167
	6285171
	6285178
	6285181
	6285196
	6285198
	6285201
	6285202
	6285211
	6285213
	6285215
	6285217
	6285233
	6285236
	6285283
	6285485
	6285521
	6285526
	6285538
	6285540
	6285601
	6285631
	6285634
	6286292
	6286295
	6286301
	6286305
	6286306
	6286322
	6286330
	6286343
	6286350
	6286355
	6286362
	6286370
	6286375
	6286379
	6287259
	6287362
	6287364
	6287365
	6287366
	6287367
	6287372
	6287375
	6287376
	6287377
	6287417
	6287426
	6287433
	6287435
	6287441
	6287444
	6287447
	6287451
	6301786
	6301794
	6301805
	6301821
	6301828
	6303634
	6304654
	6304699
	6304701
	6304705
	6306711
	6306724
	6306729

	18-DEC-2006
	6141004
	6142477
	6209723
	6209795
	6210085
	6211140
	6211148
	7607463

	19-DEC-2006
	6205876
	6210057
	6210058
	6210062

	20-DEC-2006
	6208534
	6209814
	6210537
	6213131
	6213216
	6213665

	21-DEC-2006
	6189466
	6199591
	6199936
	6210555
	6211495
	6213673
	6215184

	22-DEC-2006
	6135033
	6201203
	6211668
	6212846
	6212871
	6212880
	6212892
	6213172
	6213359
	6213698
	6214938

	26-DEC-2006
	6202217
	6202385
	6213297
	6213672
	6214169
	6214172
	6214175
	6214223
	6214276
	6214314
	6214320
	6216585

	28-DEC-2006
	6202982
	6203611
	6204501
	6241209

	29-DEC-2006
	6168088

	03-JAN-2007
	5978529
	6207015
	6207025
	6207111
	6210056
	6219131

	04-JAN-2007
	6145799
	6178475
	6207937
	6208219
	6208232
	6208274
	6208330
	6208346
	6208457
	6217911

	08-JAN-2007
	6221111
	6221117
	6221134
	6424719

	09-JAN-2007
	6221677

	10-JAN-2007
	6222370

	11-JAN-2007
	6213567
	6223487
	6223528
	6223533
	6223540
	6225623
	6225727

	12-JAN-2007
	6213221
	6223576

	16-JAN-2007
	6202712
	6214297
	6216381
	6221986
	6224125
	6224829
	6226284
	6226285
	6226293

	17-JAN-2007
	6222785
	6225656
	6461414

	18-JAN-2007
	6223728
	6226643
	6227025
	6241242

	19-JAN-2007
	6218308
	6218413
	6218461
	6218797
	6218859

	22-JAN-2007
	3873151
	6170706
	6218146
	6229845
	6230266
	8396230

	23-JAN-2007
	6221053
	6226509
	6230134
	6230138
	6231825
	6231826
	6231839
	6231841
	6236360

	24-JAN-2007
	6228488
	6230287
	6230289
	6231889
	6232283
	6236437
	6295526

	25-JAN-2007
	6213224
	6222888
	6229874
	6231768
	6231769
	6231770
	6231771
	6232130
	6233014
	6233015
	6233066
	6237042
	6237172

	26-JAN-2007
	6202709
	6214132
	6223894
	6224355
	6233549
	6233714
	6233779
	6234074
	6234128
	6234138
	6234148
	6234153
	6234158
	6234160
	6234179
	6234234
	6234245
	6234260
	6234272
	6234290
	6234640
	6234768
	6234780
	6235437
	6235449
	6235467
	6238320
	6238323
	6941144

	29-JAN-2007
	6145905
	6163314
	6225300
	6230816
	6235409
	6236027
	6236275
	6238479
	6238480

	30-JAN-2007
	6226382
	6226383
	6226733
	6226783
	6229271

	31-JAN-2007
	6232698
	6232716
	6237031
	6238723
	6239316

	01-FEB-2007
	6224327
	6228553
	6228554
	6228558

	02-FEB-2007
	6148909
	6221164
	6226288
	6229588

	05-FEB-2007
	6230696
	6230715

	06-FEB-2007
	6216820
	6232079
	6232084
	6237619

	07-FEB-2007
	6188235
	6215824
	6232679

	08-FEB-2007
	6226287
	6228898
	6229599
	6233582
	6233586
	6233925
	6233974
	6233989
	6234145
	6242207
	6243952
	6244221
	6244640
	6246124

	09-FEB-2007
	6243843
	6245813

	12-FEB-2007
	6236297
	6236302
	6236355
	6248084
	6249286

	13-FEB-2007
	6237180
	6237292

	14-FEB-2007
	6237790
	6244564
	6245225
	6251435
	6253215
	6253217
	7125900

	15-FEB-2007
	6232239
	6235751
	6238142
	6238367
	6238368
	6238370
	6238372
	6238416
	6238510
	6252812

	16-FEB-2007
	6214216
	6228966
	6255871

	20-FEB-2007
	6232235
	6241388
	6241390
	6241391
	6252757

	21-FEB-2007
	6242056
	6242057
	6242394
	6254840

	22-FEB-2007
	6243116
	6310401
	6310403
	6310406
	6310408
	6310412
	6310414
	6310464
	6310466
	6310469
	6310472
	6310474
	6310475
	6310478
	6310479
	6353758
	6353773
	6354524

	23-FEB-2007
	6244188
	6256012
	6256933

	26-FEB-2007
	6245043
	6245304
	6245505
	6256992

	27-FEB-2007
	6258901

	28-FEB-2007
	4088715
	6204739
	6245231
	6247598
	6247716
	6248539

	01-MAR-2007
	6229339
	6250966
	6251381
	6251382
	6251745
	6260161
	6325941

	02-MAR-2007
	5733618
	6236296
	6238420
	6242883
	6252154
	6252315

	05-MAR-2007
	6176123
	6228473
	6253114
	6253192
	6253421

	06-MAR-2007
	6253894
	6253895
	6266240

	07-MAR-2007
	6057964
	6254760
	6254761
	6254762
	6254763
	6265142

	08-MAR-2007
	6178663
	6255997
	6256485

	09-MAR-2007
	6044827
	6139937
	6257110

	12-MAR-2007
	6189309
	6259143
	6259267
	6259269
	6268579
	6268708

	13-MAR-2007
	6093146
	6229338
	6259836
	6259858
	6270557
	6566744

	14-MAR-2007
	6205902
	6261138
	6261186
	6271590

	15-MAR-2007
	6262035
	6262115
	6262117
	6271363
	6272821
	6273037

	16-MAR-2007
	6224155
	6263154
	6272780

	19-MAR-2007
	6226055
	6264323

	20-MAR-2007
	6275801

	21-MAR-2007
	6266357
	6266670
	6266671
	6276903
	6276925
	6276927
	6276957

	22-MAR-2007
	6101201
	6166272
	6233924
	6267308
	6267309
	6267316
	6267318
	6267479

	23-MAR-2007
	6268744
	6269206
	6282060
	6283678
	6283724
	6283736
	6283738
	6283740
	6283838
	6284089
	6284470

	26-MAR-2007
	6225657
	6270331
	6270490
	6270706
	6270708
	6270709

	27-MAR-2007
	6202707
	6271420
	6271421
	6286919
	6356950

	28-MAR-2007
	6286157

	29-MAR-2007
	6229600
	6252252
	6274545
	6284200

	30-MAR-2007
	5939158
	6242224
	6275811
	6275983
	6279829

	02-APR-2007
	6226389
	6277073
	6277090
	6277629
	6287707

	03-APR-2007
	6242055
	6278079
	6278786

	04-APR-2007
	6235010
	6239241
	6259144
	6278242
	6279145
	6279531
	6279539
	6279680
	6279721
	6279722
	6279731
	6333880
	6335717

	05-APR-2007
	6234793
	6234933
	6280328
	6287792

	06-APR-2007
	6223630
	6281863
	6281933

	09-APR-2007
	6217893
	6262051
	6283170
	6291003
	6298554

	10-APR-2007
	6284257
	6284262
	6284365
	6284648
	6285317
	6291856
	6297453

	11-APR-2007
	6244960
	6259799
	6285134
	6285479
	6285821
	6293809

	12-APR-2007
	6256493
	6287105
	6294298
	6331974

	13-APR-2007
	6275997
	6287448
	6287666
	6287863
	6288185

	16-APR-2007
	6239359
	6288270
	6288612
	6288618
	6296370
	6296641

	17-APR-2007
	6084729
	6289583
	6289930

	18-APR-2007
	5779309
	6287559
	6290655

	19-APR-2007
	6205947
	6282095
	6291634
	6292109
	6292127
	6292387
	6298882

	20-APR-2007
	6292640
	6292653
	6292871
	6299966
	6731607

	23-APR-2007
	6253413
	6291107
	6293942
	6294331
	6294332

	24-APR-2007
	6263153
	7535458

	25-APR-2007
	6296253

	26-APR-2007
	6244183
	6297151
	6297238
	6303422
	6307752

	30-APR-2007
	6254310
	6254312
	6289235
	6299406
	6300130
	6300923

	01-MAY-2007
	6226836
	6244182
	6301629
	6301711
	6306914

	02-MAY-2007
	6279729
	6293196
	6302734

	03-MAY-2007
	6303808
	6309855
	6311019

	04-MAY-2007
	6259279
	6301764
	6304490
	6304717
	6304739
	6305168
	6305235
	6305331
	6309501
	6310514
	6310633
	7887749

	07-MAY-2007
	6291106

	08-MAY-2007
	6106956
	6302336
	6306703
	6306801
	6306832
	6306903

	09-MAY-2007
	6129736
	6305055
	6307568
	6307817
	6307937
	6307966

	10-MAY-2007
	6272918
	6287551

	11-MAY-2007
	6309625
	6309904
	6310057
	6310103
	6311135

	14-MAY-2007
	6186104
	6311218

	15-MAY-2007
	6281026
	6312223
	6312752
	6322437

	16-MAY-2007
	6183418
	6313516

	17-MAY-2007
	6265308
	6314418
	6314864
	6318279

	18-MAY-2007
	6315354
	6315418
	6315797
	6318579
	6428579

	21-MAY-2007
	6266783
	6286548
	6316529
	6316867
	6320198
	6320904

	22-MAY-2007
	6291967
	6317218
	6317584
	6317600
	6317730
	6317744

	23-MAY-2007
	6318452

	24-MAY-2007
	5996849
	6017468
	6262037
	6298513
	6319230
	6319535
	6323373

	25-MAY-2007
	6309695
	6316870
	6320015
	6320016
	6320018
	6320019
	6320031
	6320058
	6320059
	6320078
	6320225
	6320372
	6320452
	6329661

	29-MAY-2007
	6270319
	6312742
	6321416
	6321417
	6321770
	6328171
	6328690
	6332177

	30-MAY-2007
	6322274
	6322276
	6322639

	31-MAY-2007
	6278313
	6319150
	6323295
	6323713

	01-JUN-2007
	6079903
	6213233
	6268745
	6277534
	6290212
	6320459
	6324119
	6324453
	6354127

	04-JUN-2007
	6325379
	6325403
	6325464
	6329949
	6331441

	05-JUN-2007
	6297825
	6302435
	6308359
	6326615
	6326818
	6326876
	6329974
	6334409

	06-JUN-2007
	6256061
	6327653

	08-JUN-2007
	6315557
	6329135
	6329244
	6335002

	11-JUN-2007
	6342572
	6369864

	12-JUN-2007
	6288777
	6308816
	6317664
	6326352
	6330862
	6331067
	6331068
	6331069
	6331330
	6331348
	6335285
	6335405
	6338051

	13-JUN-2007
	6168119
	6312277
	6331894
	6332006
	6332313
	6332406

	14-JUN-2007
	6303338
	6329139
	6333108
	6333310
	6333494
	6333522

	18-JUN-2007
	6117887
	6335582
	6335583
	7344296

	19-JUN-2007
	6153154
	6267438
	6336321
	6336651
	6336761

	20-JUN-2007
	6324179
	6337361
	6337859
	6344367

	21-JUN-2007
	6345627
	6345814

	22-JUN-2007
	6291708
	6338305
	6339800
	6340604
	6340605

	25-JUN-2007
	6341107
	6341167
	6341182
	6341183
	6341184
	6341187
	6341887
	6346918

	26-JUN-2007
	6342781
	6348485
	6348949
	6349468
	7223383

	27-JUN-2007
	6349056
	6355389

	28-JUN-2007
	6344664
	6344709
	6344710
	6344855

	29-JUN-2007
	6092208
	6345793
	6345885
	6345920
	6345921
	6346048
	6346177

	02-JUL-2007
	6285174
	6347383
	6347479
	6354343
	6378610

	03-JUL-2007
	6158864
	6159328
	6320314
	6343520
	6347913
	6347914
	6348156
	6356042
	7344305

	05-JUL-2007
	6349617
	6349818
	6356576

	06-JUL-2007
	6323666
	6324284
	6350505
	6350568
	6350633

	09-JUL-2007
	6352248
	6352592
	6352608
	6357823

	10-JUL-2007
	6353054
	6353527
	6353733
	6353823

	11-JUL-2007
	6286713
	6354168
	6354366
	6354367
	6360215

	12-JUL-2007
	6312390
	6355723
	6355751

	13-JUL-2007
	6356858
	6356966

	16-JUL-2007
	6339796
	6357757
	6363375
	6363377
	6363409
	6363655
	6364642

	17-JUL-2007
	6358862
	6359088
	6359504
	6366274

	18-JUL-2007
	6229581
	6360154

	19-JUL-2007
	3946281
	6366120

	20-JUL-2007
	6362609

	23-JUL-2007
	6364582
	6369690
	6369882

	24-JUL-2007
	6365361

	25-JUL-2007
	6366327
	6366462
	6366577
	6366578
	6366590
	6366591
	6366592
	6367235

	26-JUL-2007
	6349836
	6367767
	6368041
	6374382

	27-JUL-2007
	6347049
	6369422

	30-JUL-2007
	6347915
	6361333
	6370000
	6370017
	6370026
	6370172
	6370235
	6373790

	31-JUL-2007
	6316868
	6336161
	6350015

	01-AUG-2007
	5873175
	6180654
	6365312
	6372902
	6373082
	6373195

	02-AUG-2007
	5764666
	6164579
	6354246
	6373451
	6373963
	6373991
	6374018
	6378733
	6378819

	03-AUG-2007
	6363106
	6374386
	6375054
	6380615

	06-AUG-2007
	5825486
	7870291

	07-AUG-2007
	6306831
	6327603
	6377110
	6377214
	6383598

	08-AUG-2007
	6378126
	6378313
	6382207

	09-AUG-2007
	6278273
	6338432
	6379033

	10-AUG-2007
	5732843
	6379753
	6380122
	6380123
	6380239
	6380462
	6380549
	6380550
	6380759
	6389261

	13-AUG-2007
	6381055
	6381287
	6385355
	6386530
	6427503

	14-AUG-2007
	4171257
	6381952

	15-AUG-2007
	6234576
	6306783
	6383942
	6389492

	16-AUG-2007
	6391634
	6576943

	17-AUG-2007
	6292110
	6385959

	20-AUG-2007
	6386777

	21-AUG-2007
	6387526
	6387642
	6387777
	6387863
	6393187

	22-AUG-2007
	6388550
	6395797

	23-AUG-2007
	6337531
	6389419
	6389681
	6393291
	6410216

	24-AUG-2007
	6254764
	6347609
	6390494
	6390597
	6394297
	6394298
	6399228

	27-AUG-2007
	6280381
	6350670
	6391385
	6391405
	6391812
	6391881
	6391908
	6391991
	6406523

	28-AUG-2007
	6405878

	29-AUG-2007
	6067498
	6361897

	30-AUG-2007
	6394280
	6394645
	6455150

	31-AUG-2007
	6395822
	6401403

	04-SEP-2007
	6333292
	6382671
	6404750
	6405052
	6410298
	6411488

	05-SEP-2007
	6373917
	6405918
	6405960
	6406271
	6406461
	6406468
	6406469

	06-SEP-2007
	6138569
	6407045
	6407067
	6407298

	07-SEP-2007
	6408673
	6408709
	6408710
	6418880

	10-SEP-2007
	6360152
	6383264

	11-SEP-2007
	6325622
	6330539
	6416203
	6416822

	12-SEP-2007
	6287400
	6411543
	6411560
	6411811
	6411966
	6418755

	13-SEP-2007
	6412553

	14-SEP-2007
	6269205
	6413431
	6413445
	6413446
	6413483
	6413777
	6431224

	17-SEP-2007
	6415396
	6415484
	6415575
	6415715
	6415808

	18-SEP-2007
	6338433
	6427429

	19-SEP-2007
	6267317
	6419741
	6420966
	6428367

	20-SEP-2007
	6423666
	6423676
	6429379

	21-SEP-2007
	6161689
	6424728

	24-SEP-2007
	6373975
	6390004
	6425529

	25-SEP-2007
	6426607
	6426608
	6434647

	26-SEP-2007
	3711263
	6343971
	6404796
	6427546
	6439704

	27-SEP-2007
	6416694
	6438911

	28-SEP-2007
	6430111
	6430435

	01-OCT-2007
	6431221
	6431480
	6431941
	6432048

	02-OCT-2007
	6431971
	6439582

	03-OCT-2007
	6074336
	6433753
	6434309
	6434404
	6439528

	04-OCT-2007
	6272909
	6434903
	6435037
	6435336

	05-OCT-2007
	6435964
	6436585
	6436644
	6436720

	08-OCT-2007
	6315570
	6395122
	6429775
	6437375
	6437381
	6437495
	6437653

	09-OCT-2007
	6445794

	10-OCT-2007
	6438855
	6438871
	6439305
	6444413
	6450499

	11-OCT-2007
	6297342
	6322662
	6409747
	6440089

	12-OCT-2007
	6440664
	6441116
	6441645
	6446991

	15-OCT-2007
	6360235
	6394835
	6446739
	6491712

	16-OCT-2007
	6068897
	6394558
	6409837
	6411434
	6443061
	6443062
	6443063
	6443067
	6443108
	6451929

	17-OCT-2007
	6443472
	6443911
	6451729

	18-OCT-2007
	6424606
	6444285
	6452583
	6453311
	6480706

	19-OCT-2007
	6445120
	6445154
	6445366
	6445513
	6445636

	22-OCT-2007
	6454781
	6455423
	6455713
	6455749

	23-OCT-2007
	6446736
	6446800
	6446821
	6447228
	8091982

	24-OCT-2007
	6447841
	6458991

	25-OCT-2007
	6449148
	6450361
	6450363
	6450365
	6450391

	26-OCT-2007
	6345791
	6406968
	6451877
	6451899
	6451921
	6452447
	6452813
	6452815

	29-OCT-2007
	6453704
	6453724

	30-OCT-2007
	6452712
	6455222
	6461268
	6463635
	6468828

	31-OCT-2007
	6456353
	6456439

	01-NOV-2007
	6457007
	6457225
	6457226

	02-NOV-2007
	6457673
	6457674
	6457696
	6457697
	6457698
	6465698
	6466227

	05-NOV-2007
	6451940
	6458434

	06-NOV-2007
	6171015
	6459897
	6459931
	6469311
	6469361

	07-NOV-2007
	6458094
	6458688
	6460494

	08-NOV-2007
	6461388

	09-NOV-2007
	6440224
	6450364
	6451920

	12-NOV-2007
	6462283
	6464105
	6464186
	6464187

	14-NOV-2007
	6056407
	6454036
	6460957
	6466718
	6472865

	15-NOV-2007
	6469145
	6469170

	16-NOV-2007
	6459988
	6460956
	6469522
	6469523
	6469524
	6469525
	6469560
	6469570
	6469571

	19-NOV-2007
	6409836
	6470631
	6470782
	6471234
	6471235
	6471258

	20-NOV-2007
	6324189
	6471942
	6472149

	21-NOV-2007
	6479042
	6480146
	6480154
	6480400

	26-NOV-2007
	6474291
	6474294
	6474637
	6474643
	6474680
	6480411

	27-NOV-2007
	6481791

	28-NOV-2007
	6475948
	6475953
	6476262
	6476416
	6476418
	6476419

	29-NOV-2007
	6477269
	6477693

	30-NOV-2007
	6430055
	6469555
	6478584
	6482278
	6483899

	03-DEC-2007
	6445402
	6458664
	6479814

	04-DEC-2007
	6446538
	6480137
	6480477
	6480555
	6480585
	6492072

	05-DEC-2007
	6042558
	6044837
	6284373
	6285116
	6285599
	6286384
	6287424
	6287894
	6304800
	6353485
	6408947
	6500152
	6569923
	6569924
	6569926
	6569931
	6569932
	6569935
	6569936
	6569976
	6569979
	6569980
	6569984
	6569985
	6569987
	6569989
	6569990
	6569991
	6569992
	6569993
	6569995
	6569998
	6570000
	6570003
	6570004
	6570007
	6570008
	6570010
	6570014
	6570016
	6570019
	6570022
	6570024
	6570027
	6570029
	6570329
	6570332
	6570386
	6570390
	6570393
	6570401
	6570533
	6570535
	6570599
	6570613
	6570614
	6570618
	6570620
	6570622
	6570623
	6570644
	6570647
	6570648
	6570649
	6570650
	6570651
	6570654
	6570660
	6570668
	6570669
	6570670
	6570678
	6570681
	6570682
	6570683
	6570684
	6570685
	6570689
	6570690
	6570692
	6570693
	6570695
	6570696
	6570698
	6570701
	6570707
	6570710
	6570711
	6570713
	6570715
	6570716
	6570717
	6570719
	6570721
	6570723
	6570724
	6570725
	6570733
	6570735
	6570738
	6570745
	6570746
	6570754
	6570756
	6570761
	6570762
	6570767
	6570768
	6570773
	6570775
	6570795
	6570796
	6570815
	6570848
	6571562
	6571571
	6571575
	6571625
	6571706
	6571721
	6571725
	6571727
	6571729
	6571748
	6571802
	6571813
	6571816
	6571819
	6571826
	6571828
	6571831
	6571833
	6571838
	6571844
	6571845
	6571846
	6571849
	6571851
	6571911
	6571921
	6571934
	6571935
	6571955
	6571960
	6571964
	6571969
	6571973
	6571974
	6571978
	6571992
	6571993
	6572001
	6572008
	6572016
	6572019
	6572028
	6572029
	6572057
	6572092
	6572094
	6572100
	6572102
	6572104
	6572167
	6572169
	6579954
	6579960
	6579966
	6579967
	6579970
	6579988
	6579996
	6579997
	6580004
	6580007
	6580138
	6580990
	6581025
	6581040
	6587968
	6587970
	6587971
	6587977
	6587984
	6587986
	6588014
	6588019
	6588021
	6588024
	6588029
	6588030
	6588032
	6862506

	06-DEC-2007
	6446260
	6460493

	07-DEC-2007
	6453195
	6482922
	6482980
	6483064
	6483088
	6483542
	6504186

	10-DEC-2007
	6476150
	6487077
	6487850
	6511842

	11-DEC-2007
	6011284
	6513684

	12-DEC-2007
	6368026
	6466173
	6494320
	6495590
	6495661
	6495703
	6496300
	6509213
	6511836
	6513704

	13-DEC-2007
	6497701
	6498840
	6513853
	6514288

	14-DEC-2007
	6501538
	6501551
	6501653
	6501750
	6501751
	6501822
	6503920

	17-DEC-2007
	6462000
	6474292
	6494439
	6506119
	6506654
	6506687
	6507213

	18-DEC-2007
	3833635
	6507985
	6508006
	6508103
	6508144
	6508145
	6508170
	6516532

	19-DEC-2007
	6183245
	6481758
	6497618
	6508856
	6509138
	6509162
	6509443
	6509653
	6509755

	20-DEC-2007
	6460955
	6481649
	6511277
	6511360
	6511413

	21-DEC-2007
	6462877
	6473258
	6512177
	6512287
	6512289
	6512341
	6513340
	6519167
	6521841

	26-DEC-2007
	6440783

	27-DEC-2007
	6471050
	6521288

	28-DEC-2007
	6481190
	6516188
	6516565

	31-DEC-2007
	6517271

	02-JAN-2008
	6521984

	03-JAN-2008
	6462444
	6463753
	6518724

	04-JAN-2008
	6519347
	6519813
	6525145

	07-JAN-2008
	6520540
	6521055

	08-JAN-2008
	6458594
	6477013
	6521210
	6521289
	6521290
	6521477
	6521486
	6521488

	09-JAN-2008
	6522118
	6529959
	6530013

	10-JAN-2008
	6476032
	6481479
	6523708
	6524028
	6524162
	6524179
	6528173

	11-JAN-2008
	6495662
	6507212
	6521059
	6524463
	6524539
	6524540
	6524600
	6524638
	6524695
	6524857
	6524876
	6524885
	6524886
	6534390

	13-JAN-2008
	6565843

	14-JAN-2008
	6526135
	6526347
	6526353
	6526388
	6526418
	6526422
	6526447
	6532987
	7607473

	15-JAN-2008
	6526803
	6527133
	6527189
	6527252

	16-JAN-2008
	6528233
	6528380
	6528729
	6528745
	6535722

	17-JAN-2008
	6529526
	6529795
	6529825
	6536450

	18-JAN-2008
	6529920
	6530199
	6530580
	6530881
	6530883
	6535642
	6536054
	6536778
	6536874
	6537011
	6537933
	6538086

	21-JAN-2008
	6437496
	6462282
	6526066
	6531209
	6531210
	6531211

	22-JAN-2008
	6531588
	6531627
	6532617
	6538171
	6538291
	6538439
	6538525
	6539238
	6539259
	6539338
	6539583
	6539594
	6881444

	23-JAN-2008
	6532821
	6532978
	6539707
	6541023
	6541056
	6541393
	6541394
	6542273
	6542278
	6543042
	6543046
	6543131
	6543144
	6543227
	6543328
	6543432
	6543462
	6543492
	6543696
	6544481
	6552895
	6552921
	6553111
	6879556
	7889634
	8304512

	24-JAN-2008
	6506894
	6533788
	6533872
	6533959
	6534009
	6540849
	6545386

	25-JAN-2008
	6535176
	6544497
	6545296
	6547991

	28-JAN-2008
	6535950
	6536052
	6536444
	6549929
	6549958

	29-JAN-2008
	6537278
	6537727
	6548787
	6549627
	6550659
	6550666
	6556888

	30-JAN-2008
	6538566
	6551302
	6551984

	31-JAN-2008
	6539740
	6539742
	6539907
	6540050

	01-FEB-2008
	6531630
	6541306
	6541459

	04-FEB-2008
	6531274
	6536032
	6542551
	6554936
	6556164
	6556459

	05-FEB-2008
	6530953
	6543714
	6549371
	6553775
	6554865

	06-FEB-2008
	6458030
	6533194
	6543715
	6544488
	6544779
	6557563
	6557695
	6557728
	6557736
	6557740
	6557778
	6557798

	07-FEB-2008
	6456823
	6547482
	6558549
	6559377
	6559404
	6559452
	6559454
	6559475

	08-FEB-2008
	6508172
	6535300
	6548299
	6548456
	6548530
	6548918
	6548943
	6548950
	6548959
	6548985
	6549031
	6549037
	7007997

	11-FEB-2008
	6549576
	6549977
	6550084
	6558333
	6561076
	6561142

	12-FEB-2008
	6550525
	6550526
	6550669
	6564696
	6565605
	6565664
	6565684
	6565813
	6565817

	13-FEB-2008
	6421852
	6522802
	6551350
	6551351
	6551355
	6551809
	6552129
	6552366
	6559602
	6565842
	6565894
	6566015
	6566016
	6566704
	6567571
	6567586

	14-FEB-2008
	6528895
	6553247
	6562704
	6564234
	6564242
	6564491
	6564710
	6567665

	15-FEB-2008
	6527088
	6549062
	6553742
	6553840
	6554078
	6554105
	6554262
	6565581

	19-FEB-2008
	6522119
	6556198
	6556302
	6556443
	6568663
	6571463
	6571569

	20-FEB-2008
	6535992
	6556729
	6556765
	6556850
	6557151
	6557358
	6569068
	6570113

	21-FEB-2008
	6557687
	6557721
	6557722
	6557767
	6558301
	6558304
	6567799
	6638002

	22-FEB-2008
	6431562
	6558756
	6558757
	6558792
	6558936

	25-FEB-2008
	6559822
	6559823
	6559896
	6559928
	6560435
	6560856
	6560937
	6574472

	26-FEB-2008
	6561515
	6562411

	27-FEB-2008
	3435298
	5215650
	6310409
	6445445
	6476261
	6563275
	6574332
	6687739
	6687743
	6687746
	6687747
	6687757
	6687758
	6687759
	6689659
	6689661
	6692113
	6692118

	28-FEB-2008
	6334110
	6334245
	6531632
	6564539
	6564540
	6564541
	6564998
	6565102

	29-FEB-2008
	6565891
	6566768
	6567096
	6570141
	6576708
	6580597
	6580707
	6586154

	03-MAR-2008
	6562752
	6568020
	6568355
	6578332
	6580748
	6582455

	04-MAR-2008
	6567890
	6568900
	6569549
	6569551

	05-MAR-2008
	6562805
	6570191
	6587486

	06-MAR-2008
	6571107
	6585418

	07-MAR-2008
	6572482
	6572502
	6572578
	6573110
	6586579

	10-MAR-2008
	6437784
	6494440
	6531275
	6574317
	6574318
	6589099

	11-MAR-2008
	6521045
	6550668
	6576775
	6578143
	6578145
	6578250

	12-MAR-2008
	6569246
	6571673
	6578553
	6578772
	6578851
	6579420

	13-MAR-2008
	6468851
	6528510
	6539571
	6578545
	6579955
	6580234
	6591279

	14-MAR-2008
	6521478
	6531629
	6580902
	6580905
	6581019
	6581170
	6581173
	6581176
	6581191
	6581218
	6581268
	6591762

	17-MAR-2008
	6472207
	6586065
	6586066
	6586143
	6586173
	6595541
	6596225
	6596644

	18-MAR-2008
	6228484
	6539769
	6567894
	6587060

	19-MAR-2008
	6562107
	6577322
	6587729
	6587740
	6587841
	6588578
	6588590

	20-MAR-2008
	6348134
	6535358
	6569398
	6589213
	6589677
	6589814
	6602582

	21-MAR-2008
	6215653
	6590552
	6590738
	6601201
	6601321

	24-MAR-2008
	6551973
	6591368
	6591516
	6591539
	6591541
	6591569
	6591753
	6591908
	6603436

	25-MAR-2008
	6228024
	6322273
	6592614

	26-MAR-2008
	6572483
	6589579
	6593377
	6593799

	27-MAR-2008
	6590494
	6596081
	6596082
	6596124
	6596129
	6692317

	28-MAR-2008
	3912674
	6597492
	6598035

	31-MAR-2008
	6460863
	6532709
	6535178
	6539906
	6601494
	6602352
	6610122

	01-APR-2008
	6578771
	6603504

	02-APR-2008
	6531699
	6551154
	6604624
	6610763
	6899132

	03-APR-2008
	6602119
	6605437

	04-APR-2008
	6606598
	6613531

	07-APR-2008
	6607433
	6607497
	6607580
	6615633

	08-APR-2008
	6526804
	6570771
	6607980
	6607985
	6608755
	6609096
	6609249
	6609306
	6620337

	09-APR-2008
	6620720
	7223384

	10-APR-2008
	6420627
	6557004
	6610887
	6611103
	6611483
	6611522
	6611528
	6611530
	6611531
	6617662

	11-APR-2008
	6508372
	6564606
	6579206
	6597131
	6611916
	6612461
	6612935
	6612976
	6620080

	14-APR-2008
	6613959
	6622570

	15-APR-2008
	6615003
	6615209
	6615309

	16-APR-2008
	6605326
	6616040
	6616094
	6627043

	17-APR-2008
	6392217
	6577599
	6617366

	18-APR-2008
	6525847
	6596646
	6617760
	6617853
	6618000
	6618116

	21-APR-2008
	6605327
	6619162
	6619496
	6627037

	22-APR-2008
	6535436
	6549455
	6620130
	6620608

	23-APR-2008
	6559809
	6614425
	6622107
	6622420
	6631280

	24-APR-2008
	6530044
	6622735
	6623225
	6623267
	6623268
	6623291
	6623309
	6623340
	6623969
	6631942
	6631990

	25-APR-2008
	6578189
	6604345
	6624156
	6624234
	6624853
	6624985
	6625021
	6625023

	28-APR-2008
	6625924
	6626375

	29-APR-2008
	6569587
	6591464
	6627089
	6627115
	6627345
	6627485
	6627514
	6627593
	6636757

	30-APR-2008
	6122355
	6602117
	6621286
	6624639
	6629059
	6629360
	6629572
	6644002

	01-MAY-2008
	6630142
	6639809

	02-MAY-2008
	6446068
	6565890
	6612912
	6631056
	6631164
	6631709

	05-MAY-2008
	6632507
	6632742
	6632788
	6644102
	6644115
	6645326

	06-MAY-2008
	6633383

	07-MAY-2008
	6613937
	6630141
	6634498
	6634686
	6634695
	6634726

	08-MAY-2008
	6635203
	6635634

	09-MAY-2008
	6636721
	6637169
	6637275
	6637316
	6637486
	6645185
	6646894
	6648599

	12-MAY-2008
	5888921
	6638224
	6638311
	6638403
	6652080

	13-MAY-2008
	6612066
	6630143
	6638768
	6649691

	14-MAY-2008
	6209793
	6574367
	6596260
	6638769
	6639736
	6639958
	6640159
	6640314
	6652199

	15-MAY-2008
	5845175
	6586994
	6640540
	6640682
	6641316
	6654295
	6654322
	6655518

	16-MAY-2008
	6641525
	6641996
	6642370
	6654856
	6655643

	18-MAY-2008
	6642622

	19-MAY-2008
	6642955
	6656537
	6708934

	20-MAY-2008
	6644047
	6644099
	6656729

	21-MAY-2008
	6636644
	6658556

	22-MAY-2008
	6596261
	6617761

	23-MAY-2008
	6647694

	27-MAY-2008
	6649472

	28-MAY-2008
	6427479
	6463754
	6631475
	6643801
	6650230
	6650243
	6650487
	6650599

	29-MAY-2008
	6662092
	6663148

	30-MAY-2008
	6629334
	6652795
	6653154

	04-JUN-2008
	6541833
	6650229

	06-JUN-2008
	5815522
	6536432
	6650648

	09-JUN-2008
	7062288

	10-JUN-2008
	6639440

	11-JUN-2008
	6517970
	6650277

	12-JUN-2008
	6627124

	16-JUN-2008
	6567889
	6630311

	19-JUN-2008
	6308784
	6591538
	6645468
	6647041

	23-JUN-2008
	6635764

	25-JUN-2008
	6636362

	30-JUN-2008
	6456706

	07-JUL-2008
	6612462

	08-JUL-2008
	6612977

	09-JUL-2008
	6625131

	10-JUL-2008
	6652978

	14-JUL-2008
	5919214

	15-JUL-2008
	6469592

	16-JUL-2008
	6618289

	17-JUL-2008
	6650276

	24-JUL-2008
	6294301
	6426634

	25-JUL-2008
	6649266

	29-JUL-2008
	6535180
	6649046

	30-JUL-2008
	6593412

	01-AUG-2008
	6288572
	6627091

	04-AUG-2008
	6630580

	06-AUG-2008
	6636840

	08-AUG-2008
	6629270

	15-AUG-2008
	6628208

	19-AUG-2008
	6640683

	04-SEP-2008
	6607984

	08-SEP-2008
	6635365

	09-SEP-2008
	6640158
	6650834

	12-SEP-2008
	6454228

	16-SEP-2008
	6593351

	22-SEP-2008
	6586107
	6765821

	23-SEP-2008
	6513062

	03-OCT-2008
	6631476

	09-OCT-2008
	6689666

	10-OCT-2008
	6592520

	21-OCT-2008
	6537225

	22-OCT-2008
	6270849
	6552426

	23-OCT-2008
	6647668

	04-NOV-2008
	4159826
	6627090

	14-NOV-2008
	6622348

	24-NOV-2008
	6647780

	25-NOV-2008
	4152664

	02-DEC-2008
	6532859

	04-DEC-2008
	6508171

	05-DEC-2008
	6112264
	6509756
	6611526

	16-DEC-2008
	3923386
	3962335
	4148303
	5757924
	5832373
	5938984
	5973174
	6021698
	6089071
	6205362
	6252314
	6299787
	6569928
	6570013
	6570671
	6570697
	6570718
	6571798
	6571852
	6571929
	6579984
	6579989
	6689663
	6967061

	22-DEC-2008
	6532557

	13-JAN-2009
	6635366

	14-JAN-2009
	6530721

	20-JAN-2009
	6289515

	28-JAN-2009
	6645084

	12-FEB-2009
	6541471
	6542181

	17-FEB-2009
	6122624

	20-FEB-2009
	6126833

	25-FEB-2009
	6140196
	6140202

	27-FEB-2009
	4088713

	12-MAR-2009
	6546812

	24-MAR-2009
	6159371

	01-JUL-2009
	6180228

	02-JUL-2009
	6183040

	30-JUL-2009
	5826134

	13-AUG-2009
	6291623

	15-SEP-2009
	6259219

	02-OCT-2009
	6542549

	29-OCT-2009
	6386369

	09-NOV-2009
	6134272

	19-NOV-2009
	6524173

	30-NOV-2009
	6230136

	01-DEC-2009
	6234575

	18-DEC-2009
	6510262

	29-JAN-2010
	6569929

	22-FEB-2010
	6234869

	16-APR-2010
	6012074

	14-JUN-2010
	4094230

	15-JUN-2010
	5833301

	24-JUN-2010
	6306727

	12-JUL-2010
	6339441

	16-JUL-2010
	6567223

	27-JUL-2010
	6251651

	06-AUG-2010
	6213213

	10-AUG-2010
	5771144

	12-AUG-2010
	5821959

	13-AUG-2010
	6310468

	26-AUG-2010
	5734805

	07-SEP-2010
	5778516

	15-SEP-2010
	5759878
	5836784
	5868209
	6284229

	20-SEP-2010
	6416805

	23-SEP-2010
	5968690

	24-SEP-2010
	5974678

	29-SEP-2010
	5707047

	25-OCT-2010
	5876863

	29-OCT-2010
	6058181

	03-NOV-2010
	6528239

	05-NOV-2010
	4089818

	09-NOV-2010
	6526121

	22-NOV-2010
	6526063

	30-NOV-2010
	6546476

	17-DEC-2010
	6652162

	30-DEC-2010
	6527216

	04-FEB-2011
	6389463

	03-MAR-2011
	6447410

	04-MAR-2011
	6530876

	16-MAR-2011
	6594238

	18-MAR-2011
	6587741

	24-MAR-2011
	6588366

	01-APR-2011
	6356906

	05-APR-2011
	6554214

	15-APR-2011
	6101890

	20-APR-2011
	6609181
	6634786

	03-MAY-2011
	6634711

	13-MAY-2011
	6283785

	15-JUN-2011
	6636780

	04-AUG-2011
	6424987

	02-SEP-2011
	6452920

	20-SEP-2011
	6526436

	29-NOV-2011
	6590632

	15-FEB-2012
	6526123

	23-FEB-2012
	6530735
	6530867
	6532608

	24-FEB-2012
	6530847

	27-FEB-2012
	6530869

	07-MAR-2012
	6531214

	08-MAR-2012
	6528727

	22-NOV-2012
	5873587

	16-JAN-2013
	5677239

	18-JAN-2013
	6620681

	20-MAR-2013
	4219921
	6637116

	10-APR-2013
	5808807

	23-APR-2013
	6073530

	15-OCT-2014
	6128899



