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Institutional review boards (IRBs) at Osaka University Hospital reviewed the applications of two
guideline-based clinical trials (one from twenty-three institutions, another from seven institutions)
and one observational study from six institutions. The IRB for GCP-based clinical trials reviewed one
protocol ceded from five institutions. The reviews of four guideline-based clinical trials led by JCOG
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were ceded to the IRB at the National Cancer Center Hospital.

The researchers and workers at five hospitals and one administration office were interviewed.
For guideline-based clinical studies, the merits of the central IRB were as follows: 1) Hospitals not
having their own IRB can ask for application reviews; 2) From the viewpoint of quality management,
qualified IRBs, such as central IRBs, are required that match the requirements for IRB members and
assure the management of the records. Conversely, the following issues were raised: 1) The benefit of
the central IRB is that the duration for review is shorter. Is this a reality? 2) When a serious adverse
event occurs, how is this event shared by the persons involved in a multiple- site clinical study,
including the hospital that reports the event? 3) How are the management of conflicts of interest and
the training of the researchers assured at the relying institutions? 4) Which institution reviews the
requirements for the researchers other than the principal researchers, the reviewing institution or
the relying institution? In the case of the latter, how would this review of requirements be
accomplished? and 5) Centralization means that the central IRB will review many research
applications and will encounter a shortage of manpower. Other useful opinions included: 1) The
reliance agreement should be taken into account whether per protocol or per institution; 2) When the
fee for review is payed, the reliance agreement is essential as proof; 3) To encourage ceding review to
other institutions, havig a study management office between the lead institution and the central IRB
might be beneficial.

In GCP-based clinical trials, all clinical trials reviewed by central IRB at Osaka University
Hospital reviewed were from the network named “chiken net Osaka”. The merits were as follows: 1)
The announcements and the notifications of the results of the reviews appeared without delay; 2) The
workload for the IRB offices in the relying institutions would likely be reduced. Conversely, the
following issues need to be overcome: 1) IRB office workers had difficulty noticing any decrease in the
workload because the IRB offices in the relying institutions have to cover their own IRB and the
central IRB work. Increasing the workload of the network management office in the reviewing
institution and decreasing the workload of IRB offices in the relying institutions could be the key to
resolving this issue; 2) When the result of the review by central IRB was “modifications required prior
to its approval,” the work took longer and the contract was delayed; 3) Sorting out which affaires the
IRB office should deal with versus those the network management office should deal with was
sometimes difficult; and 4) The clinical trials with genomic analyses require standardization of the
scope of the guideline for those analyses and the procedures among institutions to promote the use of
the central IRB.

These opinions formed the basis of meetings held among the institutions of this project, at which
a sample of reliance agreement form, a sample confirmation document, and the guidelines for central
IRB were composed. Procedures for our central IRB were reexamined and new forms were issued in
April 2017. We participated in the Advancing Ethical Research Conference held by Public
Responsibility in Medicine and Research (PRIM&R) in the U.S.A., and exchanged views regarding
the training of IRB members and centralization of the IRB. In addition, we visited three institutions
in Taiwan, two institutions in South Korea, three IRBs in the U.S.A., and three Research Ethics

Committees (REC) and REC center in England. We learned about the current situations, including
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central IRBs and exchanged visions for the future. In the U.S.A., single IRBs will be used in clinical
trials funded by the FDA. Commercial IRBs are already available for industry-initiated clinical trials,
however, the discussion has only just started regarding how to centralize the IRBs for researcher-
initiated clinical trials that lack ample funds. In European countries, including England, the
government has been providing funding RECs to allow them to function as central committees. In
Taiwan and South Korea, the number of institutions accredited by the Association for the
Accreditation of Human Research Protection Programs, Inc. (AAHRPP) based in the U.S.A. is
increasing, and reforms to ameliorate the present situation are in progress in conjunction with their
governments.

Based on our experiences described above, the following can be viewed as key to the promotion of
the central IRB: 1) How do we manage funds for the central IRB? 2) A study management office
between the lead institution and the central IRB should ne considered; 3)The training, including
centralization for researchers, study management office, IRB members, IRB staff, and research
support staff should be strengthened; 4) IRBs should be qualified at the international level; 5) The
scope of the guideline for genomic analyses and the procedures among institutions should be
standardized; and 6) To simplify the procedures, the current responsibility-taking system in Japan
should be changed to the same system adopted in other countries wherein the principal investigators

own the responsibility of the studies rather than the directors of the institutions.
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