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September 28, 2007
Hotfication Mo 0925010

Attenfion to:
Commizsioner of Prefectural Health Superising Department

From Dwector of Evalotion and Licecing Dinvision,
Pharmaceutical and Food Safety Bureau
Mimistry of Health Labowr and Welfare

Baszic principles on Global Clindeal Trials”

Up to the present according to “Ethme Factors m the Acceptahlity of Formugn Climeal Dat™
based on ICH-ES mudelme (MNobficahon MNo. 762, Director of Evaluation and Licensng Dinasion,
Phanmaceutical and Food Safety Bureau, Mimstry of Health and Welfare, dated Angust 11, 1998),
uihzng foreign chmeal fnal data in a pew dmug applicahon what 15 called “Bridzing™ has been
accepted 1 Japan, and post-marketing data m TISA and EU have been taken mio considerafion mn a

review for regulatory approval where pecessary.

http://www.pmda.go.jp/operations/notice/2007/file/0928010.pdf

http://www.pmda.go.jp/operations/notice/2007/file/0928010-e.pdf
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