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TABLE 3. ADvww! BvxNrs Rl!PolUliD 
DURINO nm TRIAL.* 

PLN80 p 
EvENT IN•48J IN•I11t VM.UE* 

Inaeued. appetite - no. (%) 
Mild 24 (49) 13(25) o.oa 
Moderate l:l (24) 2 (4) 0.01 

Nual congestion - DO. (") 25 (51) 20 (39) 0.32 
Pedguc -no. ('ll) 29 (59) 14 (27) 0.003 
EnUI'Ciit - no. ('ll) 15 (31) 15 (29) 0.93 
DI'OWI\Ioaa- DO. ('l6) 24 (49) 6 (12) <0.001 
Vomiting- no. (!6) 16 caa) 12 (24) D.43 
lntomnia- no. ('16) 7 (14) 15 (29) 0.11 
.Anxiety- no. ('l6) 12 (24) 10 (20) 0.73 
Diarrhea- no. ('16) 9 (18) ll (22) 0.88 
Conatip&tion- no. ('l&) 14 (29) 6 (12) 0.06 
Sleep problems - DD. ('16) 11 (22) 9 (18) 0.73 
Sldn irritation - DO. ('16) 11 (22) 7 (14) 0.38 
Drooling - no. ('16) 13 (27) a (6) 0.02 
:El.wlacbe- no. (") 9 (18) 6 (12)5 0.52 
Sto.mlll:hac:he - 110. ('ll) s (10) 9 (18) 0.43 
Dry mouth- no, ('16) 9 (18) 5 (10) 0.34 
Iru:rc: .. cd thint- no. ('l6) 6 (12) s (10) 0.94 
Dizzinc:oa - no. ('Ho) 8 (16) 2 (4) o.os 
Dylkincaia- no. ('16) 6 (12) 3 (6) us 
Nalllca - DD. ('16) 4 (8) 5 (10) 0.96 
Deaeued. appctitr:- no. (%) 3 (6) 5 (10) 0.76 
Th:mor -no. ('16) 7 (14) 1 (2) 0.06 
Uchycardla- no. ('16) 6 (12) 1 (2) 0.06 
Upper rctpi:ntmy tract inft:mon - no. ('16) s (10) 2 (4) 0.40 
&nchc- no. ('ll) 2 (4) 4 (8) 0,71 
Muscle rlgldity - no. ('16) s (10) 1 (2) 0.11 
Sore tbroat - no. (%) 5 (10) 1 (2) 0.11 
RatlCM!lCN -no. ('16) 3 (6) 3 (6) 0.71 
Weight pin - ks 2.7±2.9 0.8±2.2 <0.001 

•AU advcne eventJ In the mlld-ID-modcratc 1IUij!IC UD!eM othcrwlac 
specified. Plua-mlnua values arc meaoa ±SD. 

tO.oe child wu withdrawn from the study at hue: line and waa thadbrc 
not included in the analyW of adYI:nc m:DIJ. 

tP lllll11.r.s 'oNI:rc dc:u:rmincd by uf the tJ:IIt with 'Ylllu' 
com:etion; Filhet'J e=tt'elr wa.s 'u.ocd when Nbgroopl cOlllistl:d of f'ewl:r 
dum 1m cblldrcn. P wluca that were lc11 than 0.10 "M:rc cooaldcrcd to In
dicate atatiltlcal fllgrilllcancc:. 

Sin one cbild, the headache wu 

adolescents with mental retardation and explosive be
havior.25 In our study, there was a difference of 43 per
centage points between the risperidone and placebo 
groups in the change from the base-line score on the 
Irritability subscale, whereas studies of haloperidol fur 
the treatment of autism showed a difference ofl5 to 
20 percent betwem the placebo and active-treatment 
groups, depending on the measure. s Our with 

respect to the rate and severity of adverse effects also 
differ from previous findings. Excessive sedation was 
reported in 78 percent of children who received halo
pcridol,6 3li compared with generally mild sedation in 
59 percent of the children in our study who received 
risperidone. An acute dystonic reaction occurred in 
25 percent of haloperidol-treated patic.ntb-ll but in none 
of the children in our ttial who received risperidone. 
Although parents or primary caretakers reported trem
or in a few of the children treated with rispcridone, 
weekly neurologic aBSessment:s showed. no abnormal
ities. The low risk of extrapyramidal symptoms in our 
study is with the results of studies in adults.8 

Nonetheless, the adverse events observed in our study 
and the lack of a clear benefit with regard to core 
symptoms of autism indicate that risperidone should 
be reserved for treatment of moderate-to-severe be
havioral problems associated with autism. 

There are several limitations to this study. First, the 
observation period was only eight weeks long. How
ever, a majority of the children who were classified as 
having a positive response during the double-blind 
phase of the study (23 of34) continued to show ben
efit at six months. Second, the study included only 
children with autistic disorder. It is not clear whether 
our findings can be generalized to children with oth
er forms of pervasive developmental disorder. Third, 
although the mean doses of risperidone used in this 
study were not high, the study could not identify the 
minimal effective dose. Finally, we fOcused on specific 
behavioral problems rather than on the core symp
toms of autism. Indeed, when designing the study, we 

unable to identify a validated measure for the core 
symptoms of autism that was suitable fur repeated ad
ministration. Our focus on severe behavioral problems 
leaves unanswered the question of whether pharma
cologic therapy and behavioral treatment could have 
additive effects. 
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POSTING PRESENTATIONS AT MEDICAL MEETINGS ON THE INTERNET 

Posting an audio reconlins of an oral p.rCKlllllltlWl at a medical meeting on the 
lntt:mct, with scltaed a!idcl from the pn:scntttiOJI, will not be c:oll8i.dcred prior 
publication, This will allow students and phyaicians who an: unable to aucnd the 
meeting to hear the pn:!cntation and view the lllidca. If th~ an: any qur:.atiom 
about this pollc:y, authors should ted free to call the JOIW'MII'$ Editorial omcea. 
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