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Clinical Research Center of University of Tokyo Hospital
for the advancement of clinical trials

— Towards the highest quality and speedy conduct of clinical trials —

Yoshihiro Arakawa Masac Omata
Clinical Research Center, University of Tokyo Hospital

Abstract

The quality and reliability of clinical trials for approval (or registration trials) in Japan have improved
after the introduction of ICH-GCP, while the slow progress is still a critical issue, and becoming a hindrance in
the conduct of multi-national clinical trials. On the other hand, quality is the most pivotal issue in investigator-
initiated clinical trials (or independent trials) in Japan. Therefore, we set about reforming the system that
supports clinical trials. For registration trials, we introduce the ‘peer review system’ before application to IRB.
A peer review meeting is held for every one or two applications by the attendance of the specialists in the
relevant research and clinical fields and the staff of Clinical Research Center to advise the applicants on the
unclear points of the applications, and submits a report on the meeting to IRB. This system facilitates substantial
discussion and prompt approval by IRB, there by shortening the time submission and approval timeframe to
about 35 days. The conduct of trials is also facilitated by 17 staff members of the Clinical Research Center. The
overall rate of patient enrollment is now about 70% and planned to be further improved by many approaches.
For independent trials, we established the ICH-GCP-based guidelines in our hospital and manuals for the prepa-
ration of protocols and informed consent documents. The Center provides assistance in the preparation of
protocols and other application documents and also in the conduct of the independent trials, while IRB monitors
the progress of all independent trials. Thus, an efficient system for the conduct of high quality clinical trials is
now available at the University of Tokyo Hospital.
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clinical trials, approval, investigator-initiated, quality, speed
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Fig. I Goal of the supporting system by Clinical Research Center of University of Tokyo Hospital
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Fig. 2 Support for the application to the Institutional Review Board by Clinical Research Center
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