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Abstract

The latest revision of the two sets of Guidelines on Epidemiological Research and on Clinical
Research has brought the new integrated draft Ethical Guidelines on Biomedical Research Using Human
Subjects. While each of the existing two Guidelines deal with respectively ‘research method " and
“research scene’, researchers on the spot have sometimes been hesitating over which of these two
Guidelines to choose for application. In addition recent cases of misconduct in research activities in Japan
urge the relevant Ministries to take necessary measures to prevent the recurrence of such acts.

The new draft Guidelines, though the structure remains not profoundly changed, made adjustments
on common matters, introduced risk-benefit conceptual framework and clarified the conditions,
procedures and the whole system. Moreover, as for the prevention of misconduct, responsibility of the
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chief of the institution is stressed and other elements such as COI management, monitoring and audit
as well as ethical review system are either strengthened or established. These draft Guidelines are
currently subject to a public comment process. The effectiveness of these new Guidelines will depend
on accurate understanding and appropriate application on each of the research spots.

Key Words: Epidemiological research, Clinical research, Ethical guidelines, Risk/benefit, Misconduct.
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