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FDA requirements for human maximal usage trials of activeingredients in
topical dermatological product
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Abstract: FDA issued Maximal Usage Trialsfor Topical Active Ingredients Being Considered for Inclusion in an Over-The-Counter
Monograph: Study Elements and Considerations Guidance for Industry in May 2018. Maximal usage trial (MUsT) is a standard
approach to assess the in vivo bioavailability of topical drug products. The guidance provides specific suggestions for many study

elements of MUST. This paper introduces the main contents of the guidance in detail, and expects to be beneficial to the research and

supervision of this aspect in China.
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