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Summary

Clinical evaluation of paroxetine hydrochloride hydrate in social anxiety disorder,
a double-blind, placebo-controlled study

ASAKURA Satoshi, TSUTSUI Sweharu and KOYAMA Tsukasa

Social anxiety disorder (SAD) is recently being recognized as a psychiatric disorder with a
high prevalence in the West.

This study evaluated the efficacy and safety of 12 weeks of treatment with paroxetine com-
pared to placebo in 309 Japanese patients meeting DSM-IV-TR criteria for SAD in a double-
blind manner. The rating scales used for efficacy assessments were the Liebowitz Social
Anxiety Scale - Japanese Version (LSAS-]) and the Clinical Global Impression (CGI).

The results demonstrated that paroxetine at both 20mg/day and 40mg/day groups pro-
vided a significantly greater reduction in the LSAS-] total score compared to placebo group
(p=0.007 and p=0.025, respectively). The proportion of CGI - Global Improvement responders
(i.e., patients rated as either "very much improved" or "much improved") was significantly
higher in the paroxetine 20mg/day and paroxetine 40mg/day groups (53.5% and 51.2%, re-
spectively) than in the placebo group (37.0%).

As for safety, the most common adverse events reported with paroxetine were somno-
lence, dizziness and nausea, and the majority of adverse events in the paroxetine group were
mild or moderate in severity. There was no statistically significant difference in the propor-
tion of patients withdrawn due to adverse events from the study between paroxetine 20mg/
day or 40mg/day groups and placebo group. Thus, paroxetine was shown to be well toler-
ated.

Overall, this study clearly demonstrated the efficacy and safety of paroxetine in Japanese
patients with SAD. In the future, paroxetine could be used as a first-line medication for the
treatment of SAD in Japan as recommended in the West.



