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ICH M7 (Step 5in 2015 in Japan) affects the situation of Japanese pharmaceutical companies,
and this presentation focuses on guideline sections 5 to 8 linking with laboratory practice,

Points considered by Shionogi and cooperation process among departments are introduced,
and following are presented; awareness of degradation products from early stages; approach
to updating the in silico toxicity evaluation system during clinical development; discussion of
impurity purge related to control strategies with recent trends such as acceptable level of
authorities; finalization of the hazard assessment before application. Additionally, points and

issues in existing products and commercial products are noted.



