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Abstract Objective: The vaccine NRA ( National Regulatory Authority ) evaluation of WHO ( World Health
Organization ) was taken as an opportunity to improve the vaccine regulatory system in China by referring to
international standards. Methods: By using the WHO-GBT ( Global Benchmarking Tool ) and analyzing the self-
evaluation results and the problem feedback from the WHO mid-term evaluation, the deficiencies of the current
vaccine regulatory system were summarized and targeted improvement suggestions were made. Results and

Conclusion: Current vaccine regulatory system in our country still leaves certain improvement space compared
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with the WHO requirements. As far as the existing system is concerned compared to GBT, cross-department

cohesion should be further smoothed, the operation guideline files should be improved, the allocation of resources

should be optimized and supervision of performance appraisal system should be improved so as to further improve

and perfect the regulation system and increase the regulatory efficiency and public satisfaction.

Keywords: drug regulatory authorities; WHO; global benchmarking tool ( GBT ); quality management system;

vaccine supervision
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