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Introduction and Application Progress of WHO Global Benchmarking Tool

Xu Hongshan, Li Yuhua' (National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract Objective: To help relevant personnel to further understand the new specific requirements of World
Health Organization (WHO) on National Regulatory Authorities (NRA) assessment, and further promote the
management level of medical product inspection and testing and vaccine batch issuance by introducing and
deeply studing on the Global Benchmarking Tool (GBT) and benchmarking process used by the WHO for
NRA evaluation. Methods: The article introduced the GBT framework, analyzed and summarized the nine
major sections of GBT, and studied the process and application progress of WHO's adoption of GBT for NRA
assessment, and its enlightenment to China. Results and Conclusion: The GBT tool set a series of indicators
and 268 sub-indicators to evaluate the nine functional sections of the national regulatory system, and introduced
the concept of 4-level maturity level (ML); the formal benchmarking process included five steps: submitting a
letter of intent, assessing the letter of intent, reaching an agreement on the scope and roadmap of the assessment,
conducting a formal assessment, announcing a decision, and listing; as of October 2022, the WHO has announced
that a total of 12 countries have passed the NRA assessment based on GBT. The NRA assessment of vaccines in
our country has reached the ML3 level, but it still needs further improvement and continuous efforts to reach the
MLA4 level.
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