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1) Development of Japanese guideline for central/single IRB system

In order to encourage use central/single IRB system (CIRB) in Japan, we developed a guideline for CIRB.
First, we asked some 20 institutes from the core clinical research hospitals and institutes with accredited IRBs
to join a taskforce. Regarding protocol review fee, several institutes set a flat-fee regardless of initial or
continuous submission, whereas some institutes set a multiple fee dependent upon initial or continuous or
invasive or non-invasive nature of the study. The prices are ranging from under JPY20000 to JPY100000.
Based on a rough draft designed by our core members at TMDU, we refined its contents through discussions at
3 taskforce meetings held on September 29, November 24, and March 14. In addition to taskforce discussions,
we also conducted site-visit interviews to 2 domestic institutes with an experience with relying IRB. Finally, we
are able to submit a first draft of “Guideline for central/single IRB system”, “Reliance agreement between

institutes”, and “Check list for relying institutes”.

2) Hosting a public forum for central/single IRB

In order to hear opinions directly from clinical researchers, IRB administrative staff, and those with an
immediate interest in this issue, we held a public forum on January 30, 2017. In that forum, we presented a rough
draft of guidelines and obtained a lot of discussions. It was beyond our expectation that audience encouraged us
to open a public comment web site (after public forum), so that we could collect more opinions and comments
from those who were not attend the forum. In fact, several critically important discussions were sent to our

public comment web page, which were reflected on our final version.

3) Dissemination and penetration of central/single IRB
To populate the concept of central/single IRB system, we took an advantage of the second Japanese Association
for Public Responsibility and Ethics Committee Meeting (February 11, 2017) and a scientific meeting of Liaison

Association of Medical School Ethics Committee, and presented our progress (December 2-3, 2016).

4) Preparation of an informed consent form template for genetic research
It is clear that standardized formats will facilitate dissemination of central/single IRB system. Thus we decided
to make a prototype of ICF template for genetic research. The resulting template will be used in institutes which

belong to the National Alliance of Medical Genetics Department.
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