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Requirements analysis for vaccine product change management
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Abstract: Vaccines are special drugs, and vaccine product change management is a fundamental element to ensure effective
implementation of quality management. Its improvement can be applied to the entire quality system. This article analyzes the basic
requirements for domestic vaccine product change management, as well as the overall requirements for change control by the World
Health Organization (WHO) prequalification. It analyzes examples of companies' efforts to improve their change management
capabilities through WHO prequalification, and explores how vaccine product companies can systematically enhance their change
management capabilities and alignment with international standards.
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Table 1 Application of change management system throughout the product life cycle
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Table 2 Status of Chinese vaccine enterprises passing WHO PQ
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