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Analysis on Registration Situation through the Acceleration of the Drug Listing
Registration Process in China

Dang Ziyue, Guo Dongmei’ (School of Management, Beijing University of Chinese Medicine, Beijing 100029,
China)

Abstract Objective: To analyze before and after the promulgation of the newly revised provisions for drug
registration (2020), the information on approved drugs included in the acceleration of the drug listing registration
process in China, which will provide references for the acceleration of the drug listing registration process.
Methods: Through the 2019, 2020 and 2021 drug review reports published on the Drug Evaluation of National
Medical Products Administration, the listed drug data that have been put on the market through priority review
and accelerated listing registration procedures were sorted out and analyzed. Results: The number of listed drugs
undergoing accelerated listing registration procedures has increased year by year, and the priority review and
approval resources are tilted towards clinically superior and innovative drugs. Conclusion: The acceleration of the
drug listing registration process could improve the approval efficiency of drugs with significant clinical value, and
stimulate the enthusiasm of pharmaceutical enterprises for research and development to a certain extent. However,
it is still necessary to further improve the supporting policies, refine the implementation requirements, speed up
the introduction of professional guidelines, encourage the research and development of drugs guided by clinical
value, and continuously improve the service and supervision ability of the drug administration department for the

accelerated listing and registration of drugs approval system.
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