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Safety Risk Assessment and Quality Control of Adventitious Agents Throughout the

Life Cycle of Vaccine Products
LING Yuan
(Center for Drug Evaluation,National Medical Products Administration ,Beijing ,China 100022 )
Abstract: Objective To investigate the method of safety risk assessment and the requirements and principles of quality control of
adventitious agents, through the time of production process and post — marketing of vaccine products. Methods Based on related
regulations and guiding principles of biological products viruses’ safety and the safety risk from adventitious agents in vaccine
products monitored in resent years,the risk of adventitious agents through the process of vaccine production,viral safety tracing,risk
Making recommendations for the risk

prevention and control measures in post — marketing vaccine products were analyzed. Results

assessment, quality control for vaccine products and adventitious agents in them, then summarizing the quality control principles in

all links. Conclusion This study may provide a reference for researchers,production companies and regulators.
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