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Associated Evaluation and Approval of Drugs and Medical Devices in China
and the Inspiration for Cosmetic Ingredient Management and Cosmetics Safety
Evaluation

Su Zhe', He Miao®, Hu Kang', Zhang Fenglan', Yu Zhenxi', Wang Gangli'", Lu Yong'" (1. National Institutes
for Food and Drug Control, Beijing 100050, China; 2. Department of Cosmetics Regulation, National Medical
Products Administration, Beijing 100037, China)

Abstract Objective: To study the regulations about associated evaluation and approval of drugs and
medical devices in China, so as to provide references for the management of cosmetic ingredients and product
safety evaluation of cosmetics. Methods: The policies associated with evaluation and approval of drugs and
medical devices issued by the National Medical Products Administration (or the former China Food and
Drug Administration) in recent years were summarized. The relevant regulatory requirements and technical
management measures were analyzed, and compared with the current situation of cosmetic regulatory
requirements and management. Results and Conclusion: On the basis of considering the industry and regulatory
differences, the relevant systems and supporting measures of related evaluation and approval of drugs and
medical devices in China could be referenced. For cosmetics, the evaluation and approval process could be

optimized, the safety responsibility borderlines should be further defined, the management of cosmetic ingredient
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information should be strengthened, and the use of information support means should be further developed. The

scientific application of the “Cosmetic Ingredient Safety Information Database” was explored, and the overall

efficiency of cosmetic ingredient management and product safety evaluation could be improved.

Keywords: drug; medical device; associated evaluation and approval; cosmetic; ingredient; safety evaluation
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