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Discussion on Challenges and Countermeasures of Newly Revised Drug
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Abstract Objective: The newly revised Drug Administration Law has introduced the internationally accepted
concept of drug regulation and incorporated the results of the reform of the drug review and approval system in
recent years, which have brought new problems and challenges to drug regulation. The purpose of this paper is
to analyze the typical problems emerging from the new changes, put forward feasible measures and suggestions,
and provide practical countermeasures for the mechanism innovation of drug regulation. Methods: In view of
the actual problems and expected risks in the current drug regulation, the new changes and new requirements in
the newly revised Drug Administration Law are compared with the relevant concepts and technical requirements
in the corresponding ICH guidelines, and the relevant pilot experience accumulated in the reform of drug review
and approval in Shanghai is discussed. Results and Conclusion: The drug regulatory department takes Market
Authorization Holder (MAH) as the starting point, explores the establishment of a new mechanism of whole-chain
supervision with drug product, implements the regulatory requirements in the newly revised Drug Administration

Law, and realizes the overall supervision of drug products.
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