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Undertaking the AMED-aided project for development of central institutional review board
models revealed several issues that need to be addressed. One of the issues is the lack of clarity
regarding the on site management of the study and the actual contents of the education of the
researchers in the relying institution. The study management office also does not always have the
capacity to implement its role. Furthermore, central IRB members should have know-how
regarding centralization and they are required to respond to any applications of the studies.
Continuous promotion of the central IRB requires that all stakeholders, including researchers,
study management members, central IRB members, and IRB staff should be well educated in
programs based on human research protection. The subjects of this project were GCP-based and
guideline-based clinical trials, but at the Osaka University Hospital, certified (special) committees
for regenerative medicine were already centralized, and the IRB for observational studies has
already received applications from other institutions. This prompted the development and opening
to the public of the e-learning system named CROCO (Clinical Research Online Professional
Certification Program at Osaka University), which consists of fourteen courses, including twelve
courses that are a combination of four types of study (GCP-based clinical trials, guideline-based
clinical trials, observational studies, and regenerative medicine), and that involve three categories

of stakeholders (researchers, IRB members, and IRB office staff). The other courses are one for
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research staff, including CRC and CRA, and one course that is a special clinical research seminar
developed as a rapid response to the recent revision of the guideline. For example, IRB staff for
clinical trials are required to take an approximately eight-hour course (eighteen lectures, each
twenty to forty minutes in length), as well as a lecture on misconduct and the code of behavior in
clinical research. The lectures attended are recorded and a certificate is issued upon completion. .
Personnel deemed to have sufficient knowledge are exempt from attending the lectures, if they pass
a test with no less than eighty percent correct answers per lecture. This e-learning system differs
from others in that it also draws upon Osaka University’s own affairs, including our quality
management and administrative procedures, the lessons derived from our experience, and our rapid
announcements in response to guideline revisions.

The continuous overload faced by the IRB office staff in the reviewing institutions is also an issue.
The total number of new applications to the IRBs in 2016 at Osaka University Hospital was 70
guideline-based clinical trials, 415 observational studies, 79 GCP-based clinical trials, and 6
regenerative medicines. In addition, the IRBs received amendments, annual reports, and safety
reports. Thus, the workload and the costs for printing have continued to increase. The rapidity and
efficiency of our reviewing process have been improved by enhancements to our clinical research
management system and by the introduction of iPads for paperless IRBs in this project.

The budget for this project included labor costs. At our hospital, investigators pay from 40000 yen
to 120000 yen per study for review in guideline-based studies, however, the collection of fees is quite
rare in Japan. In fact, at our hospital, 5 pharmacists, 2 nurses, 1 doctor, and 5 non-medical stuff
are employed in the office for the protection of human research subjects. They support the review,
provide quick responses to any serious adverse events reported, and keep close coordination with
the risk management team of the medical service, but the fees currently charged do not meet the
labor costs. Thus, a discussion about charging for any studies is required among the institutions
that have central IRBs.

R DI~ DFEE
(1) 258 - MEEF TR 2 —% (EWNEEO . EHESEE 0 1)
L,

(2) 2 VURYULEIIRBITH A8 - RAY —HFK
L,

(3) TERE ORI - Hifrclaitt s 1ITxb3 2000 A4
L,

(4) FReeFHE
2,



