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Making use of the foundation for innovative medical technology development that has been
developing as a base by the Ministry of Health, Labor and Welfare Early Exploratory Clinical Trial
Base Development Project and the Ministry of Education, Culture, Sports, Science and Technology
Research Acceleration Network Program, as a core hospital for clinical research under medical law
Due to the governance system on the implementation of clinical research, in order to establish safe
microdosing and Phase I clinical testing system as well as subject protection such as adverse event
emergency system and mental care, Japan's top emergency medical system / intensive care system
was completed We aimed to secure the safety of the subjects by the comprehensive power as a specific

function hospital and made the following efforts.

1. Planning, planning, preparation, implementation and support of clinical research including safe
first in human / POC examination Hospital networking

2. Strengthening the central Institutional Review Boards for the safe implementation of clinical
research
Improvement of support system for research that secures safety based on Regulatory Science

4. Enhancement of functionalities of Data Coordinating Center including collection of safety
information.
Protecting subjects, securing the safety of subjects

6. Construction of operation system that can respond to Inquiries for clinical research and the safety

of subjects conducted in hospital

In order to manage clinical research in spirit of safety protection in the seeds of affiliated universities
and or medical institutions as well as those originated from the Osaka University, a project manager
was assigned in the early stage of the seeds development, and supports were provided according to
the seeds progress including a protocol drafting, PMDA consultation and CRC, Data Manager,
Monitoring for clinical study conduct. The cGMP grade drug manufacturing system considering
subject safety protection at the department of pharmacy was maintained, and also CPC section
professionally controlled cell quality in response to regenerative medicine related clinical researches
that are very active in the Osaka University. Our clinical laboratory center obtained ISO15189 and
performed well quality-managed data measuring system. In particular, a innovative new drug was
designed and manufactured at the Osaka University and FIH phase 1 clinical trial was conducted at
the Clinical Trial Unit (CTU) at the Osaka University Hospital and completed. Two PET clinical
studies are scheduled in early 2018 (one of them is a microdose study). Networking and
communication with neighbor hospitals utilizing ACT Japan were productive, and furthermore we
exchanged copies of an agreement with several medical institutions to consolidate all-Japan
framework and accelerate globalization of clinical research. In addition, in order to support the
clinical research conducted in neighboring hospitals and promote the efficient performance of
multicenter clinical researches, we aimed to establish Osaka Clinical Research Network (OCR-net)
with affiliated hospitals in and around Osaka prefecture. We discussed and decided contents of the

network with hospitals which are willing to participate the network, and signed partnerships with

these hospitals. 3
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