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Abstract

O O This is a report to propose the draft guidance on exploratory investigational new drug Ex-INDO clinical
trials, focused on microdosing clinical trials. It was drafted by a committee led by Yuichi Sugiyama of the
Association for Promoting Drug Developmentd APDDUO, commissioned by Yasuo Ohno, head of the MHLW
task force study group on this subject. The committee took on the work on this subject by th¢ Microdosing &
Ex-IND Study Group” , a private group led by Sugiyama, and other previous academic discussions.

0 O In 2003 the pharmaceutical regulatory authority of the European Union issued the position paper to clarify
the conditions for the conduct of microdosing clinical trials. In 2006, the United States issued the guidance to
encompass Ex-IND, including microdosing clinical trials. Considering these developments, the Council for
Science and Technology Policy under the Cabinet Office, Government of Japan stated in its December 2006
report that the Government should issue a guidance on microdosing clinical trials by the summer of 2007. The
Ohno Task Force was established in response to this directive.

0 O Our report is composed of a Preface and the following eight chapters[T] 100 Basic ideas, 200 Pre-clinical
study requirements,[J 30J Dose-setting,] 40 Internal exposure levels of radioactivity,[J] 5[] Good Manufacturing
Practice,[] 600 Requirements for handling radioisotopes,[J 70 Clinical trial conditions and human subject
protection, andd 80 Notifications to the regulatory authority of commencement and completion of a clinical
trial.

0 O We hope this report will contribute to further discussions on the development of regulatory guidance, an
effective tool for successful drug development.

Key words
microdose, exploratory investigational new drugd Ex-INDO, pharmacokinetics, imaging methodology,
accelerator mass spectrometryd AMSO

Rinsho Hyokal Clinical Evaluationd 20070 3400 5710 94.
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