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Analysis and Discussion on Change Management of Pharmaceutical Packaging
Materials

Gao Yonghua, Wu Zhiang™ (Shenyang Pharmaceutical Universty, Shenyang 110016, China)

Abstract Objective: To summarize and analyze management regulations and methods for the change of
pharmaceutical packaging materials in the United States and to provide references for the change management of
pharmaceutical packaging materials after the implementation of the bounded review and approval in China so as
to ensure drug safety, effectiveness and quality throughout drugs' life cycle. Methods: The change management
of pharmaceutical companies and pharmaceutical packaging material companies made by the US FDA were
analyzed from the regulatory and technical aspects. The advantages and existing problems were discussed and
the characteristics of the industries of China and US were compared. Results: China and US have gradually
reached agreement in terms of regulatory concepts and regulations, but there are large differences in scales and
management between pharmaceutical packaging material companies in two countries. Conclusion: Changes
of pharmaceutical packaging materials are an integral part of the maintenance for drugs' life cycle. Regulatory
agencies need to issue corresponding technical guidelines for the change and regulatory paths as important
references for R&D people to assess change control.
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