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Study

% change f rom  basel ine

SAAW

SBAT

SBAV

SBAX

Subtotal
Heterogeneity: I² = 42%

Num er ic change f rom  basel ine

SAAW

SBAT

SBAV

SBAX

Subtotal
Heterogeneity: I² = 27%

Mean ± SD  

–15.57 ± 248.34

–4.88 ± 228.43

–34.31 ± 78.28

–41.27 ± 53.11

–4.12 ± 10.36

–7.02 ± 12.39

–8.4 ± 11.39

–8.49 ± 12.45

n

119

212

286

200

817

119

212

286

200

817

Mean ± SD

– 17.05 ± 107.18

–11.45 ± 95.25

–9.17 ± 93.34

–31.94 ± 59.53

–2.48 ± 7.61

–3.68 ± 10.16

–4.22 ± 13.03

–6.79 ± 10.71

n

128

242

322

229

921

128

242

322

229

921

1.48 (–46.85 to 49.81)

6.57 (–26.44 to 39.58)

–25.14 (–38.79 to –11.49)

–9.33 (–19.99 to 1.33)

–13.56 (–21.59 to –5.53)

–1.64 (–3.92 to 0.64)

–3.34 (–5.44 to –1.24)

–4.18 (–6.12 to –2.24)

–1.70 (–3.91 to 0.51)

–2.85 (–3.91 to –1.78)

Duloxet ine Placebo Mean dif ference 
(95% CI)

M ean d i f f erence (95% CI)
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Favours
placebo

Favours
duloxet ine

Mean dif ference 
(95% CI)

SAAW

SBAT

SBAV

SBAX

Subtotal (95% CI)
Heterogeneity: I² = 5%

9.3 ± 11.48

5.54 ± 13.97

11.01 ± 14.79

10.34 ± 15.99

130

240

333

220

923

5.84 ± 9.99

4.07 ± 12.5

6.8 ± 13.38

6.42 ± 17.03

132

245

332

229

938

3.46 (0.85 to 6.07)

1.47 (–0.89 to 3.83)

4.21 (2.07 to 6.35)

3.92 (0.87 to 6.97)

3.24 (2.00 to 4.48)
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Study

At  least  1 t reat m ent  em ergent  adverse event

SAAW

SBAT

SBAV

SBAX

Subtotal
Heterogeneity: I² = 51%

Discont inu ing because o f  adverse event s

SAAW

SBAT

SBAV

SBAX

Subtotal
Heterogeneity: I² = 26%

At  least  1 core or  pot ent ial  act ivat ion event

SAAW

SBAT

SBAV

SBAX

Subtotal
Heterogeneity: I² = 0%

At  least  1 event  o f  em ot ional  d ist u rbance

SAAW

SBAT

SBAV

SBAX

Subtotal
Heterogeneity: I² = 0%

At  least  1 core or  pot ent ial  psychot ic event

SAAW

SBAT

SBAV

SBAX

Subtotal
Heterogeneity: I² = 0%

Events, n/N

101/140

198/247

255/344

173/227

727/958

20/140

51/247

81/344

38/227

19/140

47/247

70/344

51/227

187/958

3/140

5/247

6/344

4/227

18/958

5/140

4/247

7/344

5/227

21/958

190/958

84/138

158/247

169/339

137/231

548/955

6/138

12/247

11/339

4/231

33/955

5/138

10/247

13/339

14/231

42/955

0/138

0/247

2/339

1/231

3/955

0/138

2/247

5/339

2/231

9/955

1.19 (1.00 to 1.40)

1.25 (1.12 to 1.40)

1.49 (1.31 to 1.68)

1.29 (1.13 to 1.46)

1.32 (1.24 to 1.41)

3.29 (1.36 to 7.93)

4.25 (2.32 to 7.77)

7.26 (3.94 to 13.38)

9.67 (3.51 to 26.65)

5.73 (4.00 to 8.20)

3.75 (1.44 to 9.75)

4.70 (2.43 to 9.09)

5.31 (2.99 to 9.41)

3.71 (2.11 to 6.50)

4.45 (3.22 to 6.14)

6.90 (0.36 to 132.36)

11.00 (0.61 to 197.87)

2.96 (0.60 to 14.54)

4.07 (0.46 to 36.14)

4.73 (1.62 to 13.85)

10.84 (0.61 to 194.26)

2.00 (0.37 to 10.82)

1.38 (0.44 to 4.30)

2.54 (0.50 to 12.98)

2.25 (1.06 to 4.81)

Duloxet ine Placebo Risk rat io (95% CI)
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Table 2:



p



ICH harmonised tripartite guideline: the common technical 
document for the registration of pharmaceuticals for human 
use. Efficacy — M4E(R1). Clinical overview and clinical 
summary of module 2. Module 5: Clinical study reports.

CMAJ

BMJ

Can Urol Assoc J

BMC Urol

Incontinence: the Canadian perspective. 

PLoS 
Med

Int J Risk Saf Med



Scientific discussion

Am J Obstet Gynecol 

PLoS One

Br J Psychiatry

Br J Psychiatry

Psychiatry
Fundamentals of 

clinical trials

Understanding MedDRA: the medical dictionary for regulatory 
activities

Drug 
Inf J

Cochrane 
handbook for systematic reviews of interventions.

Stat Med
Statistical power analysis in the behavioral sciences

Am J 
Obstet Gynecol

J Urol

Br J Obstet Gynaecol

BJU Int

Urology

Cochrane Database Syst Rev

Comparative effectiveness 
review no. 36: Nonsurgical treatments for urinary incontinence 
in adult women: diagnosis and comparative effectiveness

Eur J Obstet Gynecol Reprod Biol

Int 
Urogynecol J Pelvic Floor Dysfunct
Urinary incontinence in women: the management of urinary 
incontinence in women: NICE clinical guideline CG171. 

HMA/EMA guidance document on the identification of 
commercially con dential information and personal data within 
the structure of the marketing authorisation (MA) application — 
release of information after the granting of a marketing 
authorisation

Cochrane handbook for  systematic reviews of 
interventions

J  Nerv Ment Dis

Cochrane Database Syst Rev

Drug Saf

J Sex Marital Ther
Deadly psychiatry and organised denial. 

BMJ


