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Considerations on the Change Management of Pharmaceutical Excipients and
Packaging Materials under the Associated Review & Approval Policy

Yuan Lijia, Wang Xiaoyan, Wang Jia, Zhang Ning" (Center for Drug Evaluation, NMPA, Beijing 100022, China)

Abstract Objective: To provide references for the change management of pharmaceutical excipients and
pharmaceutical packaging materials after the implementation of the associated review & approval policy in
China. Methods: The management policies of pharmaceutical excipients and pharmaceutical packaging materials
in China, Europe, America and Japan were introduced in brief, and the change management of pharmaceutical
excipients and pharmaceutical packaging materials in China were provided, by studying and sorting out the change
management system in this regard. Results and Conclusion: Under the system of associated review & approval,
drug applicants should pay more attention to the influence of pharmaceutical excipients and pharmaceutical
packaging materials on the quality of preparations, and scientifically and reasonably integrates pharmaceutical
excipients and pharmaceutical packaging materials into the whole life cycle management of drugs. When
pharmaceutical excipients and packaging materials are changed, the applicant shall conduct risk assessments,
investigate the research validation involved in the change, and provide relevant research information. From the
perspective of industry supervision, relevant regulations and technical requirements should be issued as soon as
possible to strengthen guidance.
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