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Research progress of in vitro population bioequivalence for inhaled drug
products
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Abstract: In order to ensure the in vivo and in vitro bioequivalence of test and reference inhaled drug products, data from in vitro
non-clinical studying performance characteristics of the population bioequivalence statistical test explicitly required by the US Food
and Drug Administration (FDA) guidelines for inhaled drug products. This article summarizes the FDA's recommendations on in
vitro population bioequivalence for inhaled drug products, the principles of statistical methods, the calculation of relevant
parameters, the criteria for equivalence determination and examples of foreign literature studies. The purpose is to provide a
reasonable and reliable scientific basis of in vitro statistical equivalence methodology for inhaled generic drugs in China.
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