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Abstract Objective: To carry out a survey on the actual situation of quality risk management (QRM) in
vaccine manufacturers in China at present stage, and put forward reasonable suggestions for formulating or
introducing QRM standards and relevant guidelines suitable for China's actual situation in the future. Methods:
The key points of ICH Q9 quality risk management were refined, domestic vaccine manufacturers were selected
as the investigation objects, and after questionnaires were distributed by post for survey, the survey results
were analyzed. Results: This study shows that ICH Q9 is highly applicable to vaccine manufacturers in China,
but there are deviations in implementation links. Conclusion: This survey provides reasonable suggestions for
improving quality risk management in vaccine production process in China.
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