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Therefore, the study described herein was conducted to confirm the
efficacy and safety of asenapine in Asian patients experiencing an
acute exacerbation of schizophrenia.
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The sample size required to show superiority of asenapine over HEERBLTCY T
placebo was estimated be 176 per group, with a two sided AEZHIT LD DN —KIT
significance level of 5 and 80 %power. Therefore, approximately 530 HDH, FORLHEULR N,
participants were expected to be randomized.
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We assumed that the change from baseline in PANSS total score
would be —6, and the standard deviation (SD) of the total of change
in PANSS score would be 20 (effect size=0.3)
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Participants and investigators remained blinded to treatment
assignment, in accordance with the doubleblind study design
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A total of 303 participants completed treatment, with a greater
percentage of those in the asenapine 5 mg bid (65 %) or 10 mg bid
(60 %) groups completing the trial compared with those receiving
placebo (46 %).
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Limitations of this study include the absence of an active control
arm and ethical questions regarding the use of placebo in patients
with acute schizophrenia. Another limitation of this study was the
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reliance on pill counts to monitor adherence rather than more
reliable measures, such as measurement of blood drug levels.
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