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(¥ 3B) Support program for ensuring safety of clinical research of unapproved drugs
and medical devices.
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Reinforcement of the system to accelerate development of unapproved
drugs and medical devices and to ensure safety of clinical research.
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The University of Tokyo Hospital, Director, Nobuhito Saito
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Department of Clinical Research Governance of the University of Tokyo Hospital developed a
computerized system for the management of projects which aim to solve unmet medical needs, and
consistently supported researchers of the projects. Division of TR Research Promotion was
established in the Office of TR Strategy Promotion of the department. The division has been
collecting and accumulating information about adverse effects of drugs which are not currently
approved in Japan by using such systems as Empirica Signal™ (Oracle Health Sciences). In addition,
the division has been continuously collaborating and exchanging information with Division of Safety
Information in Clinical Research Support Center, the University of Tokyo Hospital. The University of
Tokyo Hospital improved a system of patient consultation especially for Patient-Proposed Healthcare
Services, and carried out as the first case of the services a clinical trial of “A combined therapy of
cancer patients with intraperitoneal/intravenous administrations of Paclitaxel and an oral
administration of S1”. The University of Tokyo Hospital improved CREDITS (Clinical Research
Education and Interactive Training System), an originally developed educational system for
researchers, by accommodating the system to the needs of users. The University of Tokyo Hospital
strengthened the function of Data Center in Clinical Research Support Center and improved the

security level of the center.
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