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Analysis of Medicine Innovation Appraisal Mechanism and Improvement Suggestions
BAI Jin-biao(Zhejiang Pharmaceutical College, Zhejiang Ningbo 315100, China)

ABSTRACT OBIJECTIVE: To provide reference for the promotion of new medicine appraisal mechanism and medicine innova-
tion in China. METHODS: Based on “New Medical Reform” in China, suggestions were put forward to improve appraisal mecha-
nism of new medicine in China by analyzing the situation of new medicine innovation appraisal mechanism in China and appraisal
mechanism of encouraging new medicine innovation in foreign countries. RESULTS & CONCLUSIONS: The legal status of Drug
Registration Management Approach in China is not given sufficient emphasis, and there is no system designed for medicine registra-
tion before listing; many notices and documents have been issued because of item revision and a series of secondary problems oc-
cured during 4 times of revision periods; the policies lack seriousness and continuity. Multiple appraisal priority models are adopted
abroad to improve new medicine appraisal, such as typical model, i.e. FDA special procedure and EMA accelerated appraisal proce-
dure. It is proposed that the government should consummate the medicine registration and appraisal mechanism, transplant or im-
prove current secondary system, coordinate the exchanges and cooperation with the international counterparts in terms of innovation
as well as observing the international criteria so as to improve the domestic capacity of R&D and relevant services.

KEY WORDS New medical reform; Drug innovation; Registration; Appraisal; Mechanism
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Fig1 Approval process of clinical trial in China
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