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PMDA/JP Perspective on Continuous Manufacturing
PMDA Senior Scientist (for Quality) Yoshihiro Matsuda, Ph.D.

Continuous manufacturing (CM) has become widespread in the pharmaceutical industry as a
new manufacturing technology, and the ICH is developing guidelines for CM as ICH Q13. In
CM, an increase in production efficiency, more flexibility of production, increased cost
reduction, etc., are expected. However, to carry out CM, a concept concerning manufacturing
and quality control specific to CM is also required. Especially for various testing methods
confirming quality in real-time, the pharmacopoeia should play a more critical role than ever.
In this talk, I would like to give my views on pharmaceutical quality assurance in relation to

CM.



