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Introduction to FDA's Assessing the Irritation and Sensitization Potential of
Generic Transdermal and Topical Delivery Systems for ANDAs Draft Guidance for
Industry

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: The Assessing the Irritation and Sensitization Potential of Generic Transdermal and Topical Delivery Systems for ANDAs
Draft Guidance for Industry released by the FDA in April 2023, comprehensively and specifically clarified the FDA's
recommendations for the design and conduct of in vivo studies on the potential irritation and sensitization of generic transdermal and
local drug delivery systems. This includes general principles (general considerations), study design and conduct, statistical analyses
(irritation analysis and sensitization analysis), vehicle TDS and positive control TDS, as well as partial (Cut) TDS. However, there is
currently no similar guidance in China. This article provides a detailed introduction to the FDA's guidance, with the expectation of
being beneficial for the study and regulation of the irritation and sensitization of generic transdermal and local drug delivery systems
in China.
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