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The Role and Prospection of Breakthrough Therapy Drug Program in Drug
Registration System

Yuan Lijia, Wang Xiaoyan, Yang Zhimin, Zhang Ning" (Center For Drug Evaluation, NMPA, Beijing 100022,
China)

Abstract Objective: To further promote the breakthrough therapy drug program in China and enhance its
role in drug registration system. Methods: By combing the Breakthrough Therapy Designation (BTD) of the US
Food and Drug Administration, the Priority Medicines Program of the European Medicines Agency, PRIME and
Breakthrough Therapy Drug Procedures and Cases of the National Medical Products Administration (NMPA),
to further explore and optimize the development direction of breakthrough therapy program in drug registration
system in China. Results and Conclusion: The FDA, EMA and NMPA all have breakthrough drug treatment
programs in drug registration system. It has been nearly 9 years since FDA implemented the BTD in the
accelerated procedure in July 2012. Through a large number of cases, FDA has accumulated relatively perfect
management experience. The policy support of EMA PRIME's special person and clear data requirements for
qualification application are of reference significance. Since Breakthrough Therapy Drug Regulations in China

were implemented in 2020, some cases have been accumulated so far. The regulations of FDA, EMA and NMPA
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on BTD are compared to provide suggestions for the implementation of breakthrough therapy drug program in

China.

Keywords: breakthrough therapy; drug registration; drug evaluation; NMPA; FDA; EMA
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