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Topical dermatological drug products are often complex in multiple ways (e.g. complex route of
administration, complex dosage form) and there are unique considerations impacting bioequivalence
(BE) of these drug products. Under Generic Drug User Fee Amendments (GDUFA), the Agency has
funded multiple research initiatives to support the development of efficient alternative BE approaches
for topical dermatological drug products, as part of an effort to facilitate generic drug development and
enhance patient access to these topical products. This presentation is an overview of different strategies
that are developed/under investigation to evaluate the BE of prospective generic products in more
efficient and sensitive ways.



