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Evolutionary characteristics of the US’s Prescription Drug User Fee Act (PDUFA) and its im-
plications to China’s new drug review system
CHEN Yong-fa, LI Qin-hui, WU Lin
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[ Abstract] Objective:To provide references for China’s new drug review system. Methods: This paper analyzes
the focus and regulatory measures of PDUFA I to PDUFA VI policies and their performance, in order to puts forward
some suggestions regarding the status quo of new drugs review in China. Results:The PDUFA has played an important
role in shortening the review time, improving R&D efficiency, enhancing first-cycle approval rate, and supporting the
output of the most innovative drugs. Conclusion;This paper suggests that, under ensuring drug safety, China can still
improve its new drug review system by strengthening R&D guidance, optimizing the review process management, and

accelerating the scientific development and implementation of drug regulation policies.
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