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Requirements and Challenges of Starting the Drug Registration Testing at the
Current Stage

Lin Juan, Qiao Litao, Li Yuan, Shi Liwei, Zhao Ming* (Center for Drug Evaluation, NMPA, Beijing 100022,
China)

Abstract Objective: To describe the significant changes in the requirements and connection of drug registration
testing initiation work at the current stage, so as to provide reference for the continuous promotion and
improvement of the registration testing initiation work under the new form of drug review and approval reform.
Methods: This article introduces the implementation of the initiation of drug registration testing work in detail
from the policy change process, the specific work requirements, the situation and process of drug registration
testing initiation, and the connection with the drug testing agency. Results and Conclusion: In order to further
promote the implementation of the relevant requirements for the registration testing initiation work and improve
the work quality and efficiency, the actual existing problems were analyzed and discussed. The implementation
of the main responsibilities of the applicant should be strengthened, the starting situation and process of drug
registration testing should be optimized, and the connection procedure between drug technical review and
registration testing work should be improved.
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