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[In Englishl]

Implementation and utilization of Central and joint Institutional Review Board (hereinafter “C-
IRB”) defined in "Ethical Guidelines for Medical and Health Research Involving Human Subjects”
is widely considered effective to promote the progress of clinical research in Japan and to improve
its quality in such an aspect as a level of study conduct. Therefore we are currently in the process
of enhancing the C-IRB function of our Ethics Committee, as one of the key roles expected for

Clinical Research Core Hospitals and a Certified Ethics Review Committees.

However, ethics review of extramural clinical research is demanding. This is partly because C-IRB
must review appropriately and in a timely manner not only unified protocols and informed consent
forms (ICF), but also various documents on conflict-of-interest, study site adequacy, protocol and
ICF revision, serious adverse event (SAE), or study continuation and termination. The operation
of C-IRB and its office therefore requires sufficient infrastructure that enables efficient workflow

with manageable workload.

For this reason we took such measures in this subsidy program to further enhance the function of
our C-IRB regarding the following three fields.
(1) Evaluation and introduction of a paperless conference system that improve efficiency of ethics
committee review
(2) Evaluation and introduction of communication tools to promote efficient communication with
extramural ethics review applicants and institutions
1) Evaluation and introduction of a remote conference system
2) Evaluation and introduction of groupware for C-IRB operation
(3) Evaluation and introduction of a secure file sharing and management system to facilitate

exchange of sensitive information with other institutions
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