FOOD AND DRUG ADMINISTRATION (FDA)
Center for Drug Evaluation and Research (CDER)

Psychopharmacologic Drugs Advisory Committee (PDAC) Meeting

July 18, 2025

DRAFT AGENDA

The Committee will discuss supplemental New Drug Application (sNDA) 205422/S-012, for REXULTI
(brexpiprazole) tablets, submitted by Otsuka Pharmaceutical Company, Ltd., for the proposed indication of
treatment of adults with post-traumatic stress disorder (PTSD), in combination with sertraline.
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