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Consideration of the Necessary Conditions for not Requiring
a Human Bioequivalence Study

HAK Zeffi RYOSUKE KURIBAYASHI
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Summary : In principle, bioequivalence (BE) studies are generally conducted on human subjects in Japan. On the other
hand, there is a concept called a Biowaiver, in which human BE studies are exempted given the satisfaction of certain
conditions. Products for which a Biowaiver approach has already been adopted include the following five types.

- Intravenous injections administered as an aqueous solution

- Different strengths for oral solid products

- Formulation changes for oral solid products

- Formulation changes for topical dermatological products (semi-solid and patch products)

- Ophthalmic aqueous solution products
In this article, I would like to introduce the conditions that must be met in order to not need human BE studies, including
the “BCS-based Biowaiver” that is being considered in ICH M9.
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