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Regulatory Requirements and Considerations for Preliminary Clinical Trials of
Vaccine in Medical Institutions
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China)

Abstract  Objective: To summarize and analyze the regulatory requirements and concerns in early clinical
trials of vaccines, and provide references for medical institutions, related management and researchers carrying
out early clinical trials of vaccines. Methods: To collect the current regulations, normative documents and
technical guidelines in China, and sort out compliance requirements for early vaccine clinical trials in regulations.
Results and Conclusion: Based on the practical characteristics of medical institutions, the concerns in facilities,
equipment, quality management system, staffing, vaccine management and protection of the rights and interests of
the subjects during early vaccine clinical trials were analysied and discussed. It is of great significance to reserve
the capacity of medical institutions to carry out vaccine clinical trials, accelerate the development of innovative
vaccine products and protect the rights and interests of subjects.
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