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The Implementation of Conditional Approval Procedures for Drugs in China
and Relevant Considerations

Yuan Lijia, Chen Xiaoming, Zhang Ning" (Center For Drug Evaluation, NMPA, Beijing 100022, China)

Abstract Objective: To conduct in-depth analysis and discussion on the relevant policies and implementation
of conditional approval of drugs in China, and offer suggestions on the implementation and promotion of
conditional approval of listing in China with reference to the conditional listing policies of drugs in the United
States and the European Union. Methods: By combing the implementation of regulations and policies of the
National Medical Products Administration (NMPA) on the review and approval of drug conditional listing
application after the release of Measures for the Drug Registration and Management, focusing on the access
conditions, access procedures, post-marketing regulatory requirements, revocation situations and revocation
procedures in the current regulations, the problems found in the implementation process were addressed, by
learning from the US Food and Drug Administration (FDA) Drug Accelerated Approval, the European Medicines
Agency (EMA) Conditional Marketing Authorisation experience and conditional policies of various countries,
and the development direction of drug conditional approval and listing policies in China was discussed. Results

and Conclusion: To speed up the clinical urgent drug approval with outstanding value and shorten the clinical
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application time of new technologies, Europe and the United States have set up relatively complete conditional

approval regulations, policies, and procedures. Although conditional approval system in China has been

established for a short time, it has the experience of Europe and the United States as a reference. Combined

with clinical practice and regulatory needs in China, relevant laws and regulations were also improving. In the

future, the regulatory authorities need to consider the refinement of procedures and technical requirements,

the connection between systems (such as the emergency use authorization and conditional approval system of

vaccines), and the strengthening of post-market supervision.

Keywords: drug approval; conditional marketing authorization; NMPA; FDA; EMA
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