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Abstract

A post-marketing surveillance study was conducted among pediatric patients with

obsessive-compulsive disorder, to evaluate the safety and efficacy of fluvoxamine ma-

leate tablets in actual clinical settings. Responses to our questionnaire were collected

from 135 patients, and the safety and efficacy were evaluated based on the data of

132 and 118 patients, respectively.

The incidence of adverse reactions in this study was 114% (15/132 patients), which

was lower than the incidence of adverse reactions reported at the time of approval of

the drug (44.1%, 15/34 patients). The most common adverse reaction observed in

this study was “somnolence” (3.8%), followed by “nausea” (3.0%) and “irritability”

(15%). “Intentional overdose” was observed as an unknown adverse reaction not

listed in precautions (0.8%), and “depression” was found as a serious adverse reac-

tion (0.8%). However, both patients recovered with appropriate attention.

The overall improvement rate at the final assessment was 87.3% (103/118 patients).

Of the “unimproved” patients (12.7%, 15/118 patients), 1 patient “worsened,” and 14

(255)
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patients “unchanged,” suggesting that there were no concerns about the efficacy of
this drug. The change in the score on the Japanese version of the Children’s Yale-
Brown Obsessive Compulsive Scale (JCY-BOCS) (mean *standard deviation) at the
final assessment was —14.0£10.9.

The above results confirm the absence of any safety or efficacy issues with this drug,
suggesting that this drug is useful in the treatment of pediatric patients with obsessive-

compulsive disorder in actual clinical settings.

(ZHH : 202241 H25H)
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