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Current Situation and Challenges of Bioequivalence Evaluations for Drug Products for

Topical Cutaneous Administration:
From a Generic Drug Review Officer's Perspective
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Summary : “Guideline for Bioequivalence Studies of Generic Products for Topical Use” provides multiple methods for
assessing bioequivalence in the development of generic products for topical cutaneous administration.

When a drug’s site of action is in the stratum corneum or deeper, the drug concentration in the stratum corneum at or
before the onset of action is used as the index for bioequivalence. Accordingly, in the development of generic products
for topical cutaneous administration, dermatopharmacokinetic studies that use the concentration level in the stratum
corneum as the index are primarily conducted, while pharmacological studies, residual quantity studies (i.e., residual
quantity of the drug which is unabsorbed through the skin), pharmacokinetic studies, and clinical trials are used as alter-
native studies. When a drug’s site of action is limited to the surface of the skin, in vitro efficacy tests or relevant animal
tests can also be conducted.

In this article, we provide the basic concepts of dermatopharmacokinetic studies, which are considered to be the basic
bioequivalence evaluation methods in Japan, as well as points to keep in mind and challenges in assessments using these
studies.
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