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Considerations for the bioequivalence study of oral antitumor generics

LIU Fei-fei, YANG Jin-bo, WANG Yu-zhu
( Center for Drug Evaluation, National Medical Products Administration, Beijing 100022 , China)

[ Abstract ]

This paper takes the guidelines on bioequivalence study in China as the main basis, refers to the

relevant requirements of international regulatory agencies, and takes the cytotoxic and small molecule targeted oral

antitumor drugs as examples to give some considerations for the study design of bioequivalence of oral antitumor

generics from the perspectives of science, ethics and review.
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