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Pharmaceutical research requirements for immediate-release solid oral dosage
form biowaivers
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Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: With the deepening of scientific cognition, in order to shorten the time of the drug marketed process, different regulatory
agencies have successively issued relevant regulations and guidance on biowaivers (BE) to replace in vivo BE study with in vitro
tests. This paper is aimed to summarize and compare the requirements of relevant guidances at home and abroad for generic
pharmaceutical research of immediate-release oral solid dosage forms, focuse on the differences, explore the possible scientific
reasons behind, and finally get thinking and inspiration in the process of coordination by The International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH), expected to increase the success rate of
generics being waived in vivo study, thus reducing the development cost of generic drugs. Meanwhile, the quality and efficacy of
generics is ensured that consistent with reference products, so as to truly realize their clinical substitutability.
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