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The Science behind the Quality Assurance of Topical Drug Products
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Summary : A guideline for the bioequivalence of topical drug products has recently been established in Japan. Derma-
topharmacokinetic (DPK) tests, pharmacological tests, measurement of the unabsorbed amount, pharmacokinetic tests,
clinical trials, in vitro efficacy tests, and animal tests are applied as test methods to assess the bioequivalence of topical
drug products. In case of DPK, the bioavailability in the skin can be estimated by measuring the amount of the drug in
the stratum corneum by stripping this superficial skin layer using adhesive tape. It is thought that the effect of differ-
ences in the physicochemical properties of topical drug products based on the absorption of drugs can be evaluated using
these methods. For post-approval formulation changes, release tests, such as the paddle over disc method, in vitro drug
permeation tests using animal/human cadaver skin or the above-mentioned methods are used depending on the level of
the formulation change from the original product.
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