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[Abstract] The assessment of the National Regulatory Authority (NRA) is an important and effective measure undertaken by
the World Health Organization (WHO) to evaluate a nation's vaccine regulatory capacities. This assessment signifies that a
country possesses a stable, well-functioning, and fully integrated vaccine regulatory system, ensuring the quality, safety, and
effectiveness of vaccines manufactured, imported, or distributed within its borders. In July 2022, China's vaccine regulatory
system underwent a new round of comprehensive assessment under the upgraded WHO evaluation standards. It involves
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evaluation of nine regulatory functions, among which the Regulatory Inspection (RI) function is one of the most critical and

closely related to ensuring vaccine quality, thus attracted significant attention. This article introduces the basic information of

the RI function, interprets and analyzes the 6 main indicators and 26 sub-indicators in combination with the current situation of

vaccine inspection, and puts forward suggestions on enhancing regulatory inspection in China.
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