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On the Rationalization of Post-approval Changes under An Amendment
of the Pharmaceutical Affairs Law*® (Part 1)

—Range of Minor Changes-—-—

Tsuyoshi TANIMOTO*!, Nobukazu IGOSHI*? Takeshi MIYAKAWA*?
Shunji ICHIKAWA?*?, Takao KIYOHARA*
Hideki SASAKI** and Sachiko TAKAMOTO?*®

Summary

A revision of the Pharmaceutical Affairs Law took place in July 2002. In the Revised
Pharmaceutical Affairs Law, the drug approval and licensing system was reviewed. The defini-
tion of approval was changed from “Manufacturing approval” to manufacture medicine to
“Manufacturing and marketing approval” to supply the medicine to the market. In this revision
of the law, the procedure of the post-approval change of approved contents has also been
changed. Namely, in the Revised Pharmaceutical Affairs Law, the hitherto necessary application
for partial changes is not required for minor changes that do not essentially affect the quality or
manufacturing process. A notice or ex post facto report is sufficient.
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The present study was conducted to examine the range of minor changes that require only
notices or ex post facto reports from the scientific viewpoint and to present concrete ranges for the
purpose of assisting smooth operation of the Revised Pharmaceutical Affairs Law.

The enforcement time for the reviewed portion of the approval and licensing system in the
Revised Pharmaceutical Affairs Law is scheduled for fiscal 2005, but a concrete range of approval
items has not yet been set forth. Therefore, based on the purport of the revision of the law, we
considered possible changes in the approved items, “manufacturing facility”, “manufacturing
process”, “Ingredients, quantities or nature” and “specification and test method”, and these
assumed changes were classified first into major changes and minor changes, and further, accord-
ing to the imporfance of the changes, into 3 groups, which were changes requiring “application for
approval for partial changes”, that is, needing approval, changes requiring “notice” of 30 days
prior to changes and changes reported by the end of the year in an “annual report”.

Key words

Post-approval change, Revised Pharmaceutical Affairs Law, Range of minor changes
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