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Integration of pharmaceutical manufacturing process parameter design/control and test

evaluation design/control

In this committee, we have discussed "design and management of control strategies for drug

manufacturing processes", "design and management of testing and evaluation”, "technology

transfer" and "methods for post-marketing change control".

This year, we will introduce Risk Assessment Methodology for Control of Mutagenic Impurities in

Medicinal Products and Effective Use of Worksheets for Post-Marketing Change Control.

Development of a control strategy for potential mutagenic impurities in the synthesis of drug

substance, Sakuramil mock case study

YUSUKE NAGATO FUJIFILM Corporation

Management of mutagenic impurities in pharmaceuticals has become an important issue from

the perspective of patient safety and compliance with current regulatory requirements. ICH M7

guideline provide a framework for the management of mutagenic impurities, allowing the

application of four control options as a method of controlling mutagenic impurities in the drug

substance. Among them, Option 4 is a method of guaranteeing the removal of mutagenic

impurities by scientific risk assessment instead of analytical test, and it is possible to show the

result of risk assessment using the predicted purge factor.

Our working group will present about the control of the mutagenic impurities in the drug



substance manufacturing using Sakuramil drug substance as a virtual case.

Change Management after Launch of Pharmaceutical Product

-Case Studies of Appropriate Change Management Processes using Worksheets-

1) TAKAFUMI SATO, 2) TOSHIHIRO AKACHI, 3) TATSUYA MIYAZAKI, 4) HIDETSUGU

OKAMOTO

1) Kyowa Kirin Co., Ltd., 2) TAIHO PHARMACEUTICAL CO.,LTD.,3) Santen Pharmaceutical

Co., Ltd.,4) Sawai Pharmaceutical Co., Ltd

The process of change management after launch of pharmaceutical products is currently

conducted by each company’s practice. This working group will present worksheets and case

studies on appropriate and effective progress of the change management processes from the

trigger of change management to the restart of commercial production including the points to be

considered in each process.



