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Progress and Considerations on the Reform of the Pharmaceutical Excipient
Joint Review in China

Lv Xufeng, Yuan Lijia, Wang Jia, Wang Xiaoyan, Xu Pengyao, Zhang Ning  (Center for Drug Evaluation, NMPA,
Beijing 100076, China)

Abstract Objective: To propose several suggestions for improving China's pharmaceutical excipient
management system by comparing the core elements of China's pharmaceutical excipient joint review and the
Drug Master File system in the United States. Methods: A comparative study was made on the six core elements
of China's pharmaceutical excipient joint review system and the US DMF registration, including registration
scope, registration subject, registration data requirements, integrity review, joint review, and change management.
Results and Conclusion: The core elements of China's pharmaceutical excipient joint review system were
basically consistent with the US DMF registration system. However, it is not difficult to find that there is room for
further improvement in the management of pharmaceutical excipient in China at some conceptual and practical
levels, including the risk-based management concept that needs to be further implemented, the significance of
registration status needs to be further clarified, and the change management of excipients that can be further
optimized.
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