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The purpose of this project is to recommend to use the central Institutional Review Board (IRB)
and to consider appropriate and fruitful methods for both relying institution and reviewing IRB,
utilizing research institution networks such as the Japan Clinical Oncology Group (JCOG) and the
Nationwide Cancer Genome Screening Project for Gastrointestinal Cancer in Japan (SCRUM-Japan
GI-SCREEN). Our final goal is to facilitate the integrated IRB process in the nation-wide with

accelerating the central IRB introduction. The details of action we’ve done are as follows;

(1) Review each responsibilities of relying institution and reviewing IRB

We discussed the scope of responsibilities of the head of research institution and reviewing IRB,
applications / reports which investigators should provide to the head of institution during the trial,
l.e., new applications, amendments, progress reports, serious adverse event reports, reports on
inappropriate cases (guidelines violation etc.), final reports, these are unclear to define whose
responsibility to be owned. Specifically, since researchers' training certification and COI
management are subject to governance within relying institution, they should not be added to the
application for central IRB and should be stated in the reliance agreement. In addition, we
realigned the necessary document list for IRB review reconsidering the necessity of each documents

in the current process after considering at the Task Force meeting.

(2) Review of the present central IRB system in NCC
As for the research institution requirement confirmation form used before this project, we planned

to formulate by research type of clinical study at the time of planning of this project. However, as a
result of examination, it was possible to correspond to each research type by one kind by changing
item addition, so we did not formulate by research type. Regarding the reliance agreement with the
screening committee, in order to be able to respond to the needs of the relying institution, we have
formulated 2 reliance agreements; one for the individual study and another for the individual
institution. We made improvements to generalize on the flow from receipt of the request for review
to the start of the review, consolidating the following points of view,

- practical Review experience

- Exchange of opinions with operation office of JCOG and SCRUM-Japan GI-SCREEN

+ Generalization perspective

(3) System for improving convenience of Central IRB

We renovated website of IRB in NCC and the WEB Research Ethics Review application system
(WEB application system). The contents of the homepage were enriched, and the results of
examination in the previous two sections were also posted. We updated the WEB application
system in response to the central IRB preference. We also introduced a paperless conference system
with iPad to speed up the review. In addition, by using a video conference system together, we
established a system whereby researchers who requested review can participate in the ethics review

committee from a remote place.



(4) Central IRB of multicenter study and various research
In this reviewing period, we have accepted 41 institution reviews (practically 27 institutions) for 6
clinical trials in total. Among them, 11 was the largest number of relying institution per research.

On the other hand, the results of using the external central IRB from the NCC were two studies.

(5) Evaluation on central IRB procedures
We visited 5 institutions including 2 institutions that are implementing the central IRB,
received a visit from 1 organization, having exchanged opinions with six organizations in total.
Based on the contents and consultation with the JCOG Operation office, we organized the new

system of central IRB.
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