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Abstract

Previous studies have reported on the proportion of treatment persistence and safety
of paliperidone palmitate 3-month formulation (PP3M) in clinical settings. However,
the treatment persistence and safety of PP3M in Japanese clinical settings have not
been reported. Therefore, we conducted an interim analysis of a post-marketing
surveillance to confirm the treatment continuation rate and safety of PP3M. Among
990 patients registered between November 2020 and June 2023, 585 patients’ data
were analyzed. Of these 585 patients, 350 patients (59.8%) were male, with a mean
age (*standard deviation) of 50.3 years (+13.8 years). The most common reason for
switching to PP3M was “to reduce administration burden” (290 cases, 49.6% ). Based
on Kaplan-Meier estimate of survival, the proportion of PP3M treatment persistence
was 91.1% at 12 months and 87.6% at 18 months. Side effects were observed in 36
patients (6.2% out of 585 patients), with side effects reported in more than 0.5% of
patients including schizophrenia (10 patients, 1.7%), hyperprolactinemia (7 patients,
1.2%), and oculogyric crisis (3 patients, 0.5%). The frequency and nature of side
effects were consistent with findings observed in clinical trials, and no novel safety

risks were identified in this interim analysis.
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