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The evaluation method and implementation points of bioequivalence
study of transdermal patches
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[ Abstract] Transdermal products have become the research focus for generic pharmaceutical preparations
due to their unique advantages relative to other dosage forms and routes of administration. As a result of the
complexity of transdermal formulations the bioequivalence study often faces more challenges. Bioequivalence of
transdermal patches requires demonstration of pharmacokinetic equivalence along with adhesion studies, skin irritation
and sensitization studies and residual analysis of the patch after the intended duration of application, for which
domestic authorities have not issued recommendations. This paper provides an overview of the patches approved in
global market and systematically expounds general principles for the designing, conducting and evaluating of
bioequivalence study of transdermal patches based on guidances addressed by regulatory authorities worldwide and
related literatures, which would be referential for domestic sponsors to carry out bioequivalence research of transdermal
patches.
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