VxR v 758 2014:8 1 031-037

(il A= E R
B7RFPMASS PRI I L [SRLBELIERRBERCIE?] &)

BRKICH T BRI EBIRZFO Public Domain (AF) H0IRNR
The Public Domain of Generic Drug Labeling in Japan, the U.S. and the E.U.
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Summary : The situation concerning the public domain of generic drug medical information was considered, focusing
on package inserts. In the U.S. and the E.U., the sameness of the content of a package insert for a generic drug (GE) with
that of the original drug is regulated by law. Since the content of a package insert must be approved, the GE manufacturer
cannot revise it independently. On the other hand, Japan has no such rule stipulating that the content of package inserts
for GEs be the same as those for the original drug. The content does not require approval, which results in descriptions
being determined by the manufacturer. In other words, in Japan, the public domain, or sharing of the original drug's
information, is not guaranteed even on a package insert obligated to be provided under the Pharmaceutical Affairs
Law. In a situation where the originator pharmaceutical company is not willing to provide medical information to the
GE manufacturer, the GE manufacturer tends to refrain from citing the original data to avoid the risk of piracy. These
circumstances have led to criticism over the lack of information on GEs.

For the promotion of GE, the regulating authority is expected to play a leading role in placing original drug information in
the public domain to allow wider use of GEs.
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