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FDA's requirements for in vivo pharmacodynamic bioequivalence study of
topical dermatologiccorticosteroids

XIAO Huilai, WANG Huiming
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: The US Food and Drug Administration (FDA) issued the "Topical Dermatologic Corticosteroids: In Vivo
BioequivalenceDraft Guidance for Industry" in October 2022, which is the new revised version more than 20 years after the issue of
"Guidance for Industry Topical Dermatologic Corticosteroids: In Vivo Bioequivalence" in 1995. This guidance introduces an in vivo
pharmacodynamic approach for demonstrating the bioequivalence of topical corticosteroids. In this guidance, detailed and specific
recommendations are provided for the research design, method qualification, data analysis and data reporting of this approach, and
considerations and approaches for estimating key study parameters are also discussed. However, there is no similar guidance for the
study of in vivo pharmacodynamic bioequivalence of topical corticosteroids in China. This article introduces the FDA's guidance in
detail, expecting to be helpful for the study and supervision of the pharmacodynamic bioequivalence of topical corticosteroids in
China.
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Fig. 1 Example of baseline measurement, drug application and drug removal
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