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Related review, research and regulatory considerations for precedent review in
supplementary applications of chemical pharmaceuticals in China
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Abstract: In order to support the iterative upgrading of drug production technology and serve the high-quality development of the
biopharmaceutical industry, the National Medical Products Administration has launched a pilot project to optimize the review and
approval procedures for drug supplementary applications. The national and provincial regulatory resources are coordinated, and the
provincial bureau provides pre filing, verification, inspection and other services for chemical drug supplementary applications. The
review time limit for supplementary applications that require verification and inspection has been shortened by 70%. In general, pre
filing is reviewed according to the supplementary application content, but if there are significant changes that affect the quality of the
drug, a related review is required. Associated review is a topic of concern for both the industry and regulatory sectors. This article
systematically discusses the rationality of supplementary applications, the situation and requirements of associated review, and changes
in research content, providing important references for the research and regulation of chemical drug supplementary applications.
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