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Current state of institutional review boards (IRB)
of special functioning hospitals in Japan

— Introduction to the questionnaire survey results by The Yomiuri Shimbun
and consideration for the improvement of ethical review —

Shohei Hara v Koji Masuda ?
1) Science department of The Yomiuri Shimbun Osaka (newspaper)
2) Science department of The Yomiuri Shimbun Tokyo (newspaper)

Abstract

To clarify the current state of institutional review boards (IRB) in Japan, the Yomiuri Shimbun (newspaper)
sent questionnaires to IRBs of special functioning hospitals (considered high-level hospitals by the Government)
and their respective parent university faculties of medicine. We introduce the results as core of this research.

We sent questionnaires (with 182 questions) to 205 IRBs of 83 institutions. We analyzed answers collected
from 176 IRBs of 78 institutions, or a collection rate of 86%.

Results revealed a number of problems encountered by Japanese IRBs, among them : perceived bias in
the selection of committee members, insufficient examination methods, lack of confirmation after approval, low
level of information disclosure, vagueness between clinical studies and medical practices, etc. In the context of
the research ethical guidelines issued by the Japanese Government, an average of 23~29% of surveyed points
were violated. With regard to international guidelines, an average of 46% or 22% of surveyed points were
violated. Among almost all IRBs, violations were found in various forms. There was a significant difference
within the range of review objects among the various facilities. A number of experimental medical practices
were not reviewed by the IRBs.

To solve such problems, universal research ethical guidelines are needed. For the adequate management
of IRBs and the enhancement of ethical review committees, public evaluation, supervision and support are of

utmost importance. Legislation concerning the protection of trial subjects and the medical research ethics
should be developed and implemented.

Key words

institutional review board (IRB), ethical review committee, ethical guidelines, high-level hospitals, questionnaire
survey
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