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Enlightenment of ICH Q12 to the Management of Post-approval CMC Changes

Wang Lijie, Zhai Tiewei (Center for Food and Drug Inspection of NMPA, Beijing 100044, China)

Abstract: The management of post-approval CMC changes is an important part of pharmaceutical product
lifecycle management. Efficient supervision on the changs is not only of great significance to ensure the quality,
safety, and availability of drugs, but also can effectively save the resources of regulatory and industry. In 2019,
Technical and Regulatory Considerations for Pharmaceutical Product Lifecycle Management (ICH Q12) entered
the fourth step, in which a series of change management recommendations and tools were put forward, and it
is expected that the management of post-approval CMC changes will be more predictable and efficient. This
article combines ICH Q12 to introduce change management tools such as categorisation of changes, established
conditions, and post-approval change management protocol, and analyzes the effect of pharmaceutical quality
system and knowledge management on change management, and hoped that there will be some enlightenment for
the research and management of post-approval CMC change management.
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