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Prevention and Management of Adverse Drug Reactions:
A Bioequivalence Study in Healthy Subjects
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Summary: The Clinical Research Division of Nishi-Kumamoto Hospital specializes in bioavailability and bioequivalence (BE)
studies. Recently, BE studies for the approval of generic molecular targeted drugs and generic psychotropic drugs have been
increasingly conducted at our site. However, adverse events related to these types of study drugs require the utmost care and
attention from board-certified specialists, such as cardiologists, hematologists, dermatologists, and psychiatrists. Here, we intro-
duce the clinical management practices used in BE studies involving generic molecular targeted drugs and generic psychotropic
drugs. We believe that this information is valuable for protecting the well-being of individual study participants.
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