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2003 7TRBEFHBEXS1F14/15

Expected Outcome
For Industry

e Establishment of quality management system
from development to post-marketing

For regulatory authority

E Improvement of the approval review system by
integration of the review and the GMP inspection

E To concentrate on higher risk products

® The establishmeﬁt of effective, efficient, and
streamlined quality regulation

20035 7R BEHBERXS/K15/15

MHLW’s Expectation to ICH

Comprehensive approach for quality management

@ Throughout the product life cycle

- From development to post-marketing
@ Includes;

- Risk management

- Technology transfer

- Change control, etc.
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