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Current Situation and Challenges Regarding the Efficacy and Safety of Generic Topical
Ointments:
Various Approaches for Evaluating Bioequivalence
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Summary : Drug products for topical use are applied to a wide range of conditions, due to the complex nature of the skin
as well as the diversity of patient skin conditions. As topical drugs are activated on the skin surface and in the adjacent
lower stratum corneum, the blood drug concentration is not always regarded as the appropriate index for therapeutic
equivalence. Thus, bioequivalence (BE) evaluations for such drugs are considered to be very difficult, and countries
around the world have adopted a variety of approaches. In this paper, I summarize the commonalities and differences
between Western and Japanese BE guidelines, and present the latest trends in evaluation methods.
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