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Preparation of the Institutional Review Board Keeping
an Integrated Ethical Guideline of
Medical Research for Humans

Akimasa Numata, Rina Suzuki, ChihiroImai,

Shigeki Tanaka and Hatsumi Yamamoto

Abstract

Considering recent diversification of medical researches and adaptability of ethical guideline, the integrated ethical guide-
line of medical research for humans (the integrated guideline) which combined with the guidelines of epidemiological and
clinical research was enforced in April 2015, Because of improper incidents concerning researches, this integrated guideline
prescribed responsibilities of directors of organizations and strengthened the regulations of conflict of interest management,
monitoring and inspection, and functions of institutional review board (IRB). Since the practical effects of the integrated
guideline will depend on the compliance of each institute,we have established a system indicated below to perform continu-
ous researches. First, we reorganized usual IRB into a clinical IRB and a research IRB. In the latter board, secretariat was set
upin the clinical research institute and a part-time clerk was employed.Secondly the role and the responsibilities of members
belonging to the secretariat such as a clinical research coordinator were clarified in a table. In addition, we analyzed the extent
of application for the integrated guideline and made up a list of investigation types, acquisition method of informed consents.
The rules and the manuals of IRB in our facility were revised according to the integrated guideline and the criterion of certi-
fied IRB. Moreover, a progress sheet of clinical researches submitted to IRB was created and it’s submission schedule was
managed. Eightlecture classes of the integrated guideline providing the opportunity of education and training for researchers
were carried out and trainee certificates were issued by Mie University School of Medicine. Hereafter, we will make effort to
manage appropriate IRB and to improve ability of the secretariat and will support researchers to raise their awareness and

standard of knowledge.
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