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Abstract

0 O The Common Operational Guideline for the Ethical Review of Translational Research! TR developed by
the Translational Research Consulting Group, will be applied to any TR conducted at the six research centers
represented by the members of the Consulting Group. Although the guideline is not legally bound, it will be
practically applied to TR conducted at these centers from April 1, 2004.

0 O The guideline is based on the 2000 version of the Declaration of Helsinki, and complements and expands
the Ethical Guidelines for Clinical Research issued in July 2003 by the Ministry of Health, Labor and Welfare.
All national regulations and guidelines specified for each category of research should refer and adhere to this
guideline. The guideline covers[D 100 Definition of TRID 200 research ethics codes for TR investigatorsl 3
Aimed standards for ethical review on TR 40 Operational guidelines for ethical reviewl 500Entry in force
and] 6[0Revision.

0 O As a start, translational researches will be regulated by this guideline, which is subsequently all clinical
trials and studies. This guideline will be further amended to regulate all clinical trials and studies in Japan at the
level of ICH-GCP, thus contributing to significant improvement of research quality, which will in turn promote
public health.
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