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Exploration and Thoughts about Clinical Research Requirements of
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Abstract Objective: To provide references for the research and development of transdermal patches in China.
Methods: By referring to the official websites of US and EU drug regulatory agencies, the requirements of clinical
research on transdermal patches and cases of marketed transdermal patches in Europe and the United States were
discussed and analyzed. Results and Conclusion: Combined with the experience of Europe and the United States
and the current situation of Chinese regulations, corresponding thoughts on the clinical research requirements of
innovative drugs, modified drugs, and generic drugs of transdermal patches in China are put forward. Transdermal
patch innovations need to be fully studied in vitro and in vivo to reveal the safety and efficacy. The modified
transdermal patch should carry out a bridging test with reference drugs, and focus on revealing the clinical
characteristics and specific adverse reactions of transdermal delivery. Transdermal patch generics could be
subjected to bioequivalence tests (BE), adhesion, skin irritation, and sensitization studies.
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