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Research on Vaccine Quality Risk Management Based on Product Life Cycle

Guo Ying, Luo Jing, Fan Yu, Chen Xiaoyan® (Chengdu Institute of Biological Products Co.Ltd., Chengdu
610023, China)

Abstract Objective: To clarify key work and control measures for quality risk management at all stages of
product life cycle so as to provide a strong guarantee for quality risk management in the whole product life cycle.
Methods: Based on GMP, appendix 20 of PIC/s GMP, ICH QS, ICH Q9, ICH Q10, ICH Q12 and WHO guideline
of quality risk management, the quality risk management at all stages of product life cycle of vaccine products
was studied by the methods of induction and summarization, analysis and evaluation. Results: Through the study
of quality risk management, the key factors affecting vaccine quality in different stages of the life cycle were
clarified. Based on the scientific and regulatory compliance, specific control measures were taken to effectively
prevent and control quality risks. Conclusion: Quality risk management is accompanied by the whole life cycle of
vaccine products. Quality risk management at any stages should be paid attention to and implemented carefully.
Scientific and compliant control measures should be applied to achieve effective prevention and control of quality
risk
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