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Under the Coordination, Support and Training Program for Translational Research in fiscal
years 2007-2011, funded by the Ministry of Education, Culture, Sports, Science and Technology
(MEXT), the Core Center at Kyoto University worked on developing human resources and a
fundamental framework for supporting clinical research. On the basis of the existing
fundamental framework for translational research, the Translational Research Network
Program organized by MEXT in fiscal years 2012 through 2017 (hereinafter “this Program”)
built, expanded, and networked clinical research systems to conduct joint research through
multi-center strategies, such as sharing expertise. These efforts were aimed at conducting
efficient clinical research and trials in a consistent manner.

In an effort to upgrade the Core Center, we have developed a framework for 1ACT to play a
leading role in pursuing research and development in collaboration not only with pertinent
sections within the Graduate School of Medicine, but also with other graduate schools at the

Core Center, other research institutes and core centers. Commercialization of research results

2



has been promoted in cooperation with the University Office of Society-Academia Collaboration
for Innovation (SACI), Kansai TLO, Kyoto University Medical Science and Business Liaison
Organization (KUMBL), and Shirankai Inc. Additionally, we have built a system for completing
ethical and conflict of interest reviews to thereafter conduct clinical research in concert with
relevant sections of Kyoto University Hospital’s Central Clinical Center. Furthermore, we have
built information systems required for clinical development, such as electronic data capture
(EDC).

Since fiscal year 2012, under the Core Clinical Research Hospital Development Program,
the Core Center has worked towards ensuring appropriate clinical research conduct.
Consequently, on March 23, 2017, under the Medical Care Act, Kyoto University Hospital was
approved (designated) as a core clinical research hospital. By then, eight systems were in place
for clinical trial assistance and data management, safety management, ethical review, patient
consultation, education/training, intellectual property management, appropriate conduct, and
conflict of interest review. These systems were designed to clarify the responsible persons and
their duties to enable proper clinical research conduct. Using the Academic Research
Organization (ARO) functions, as developed in the Core Clinical Research Hospital Development
Program, we built a collaboration framework intended to thoroughly transmit translational
research results to clinical research and trials.

To ensure self-reliance in this endeavor, only the university budget and other intramural
funds were used to employ personnel allocated under the Coordination, Support and Training
Program for Translational Research. In April 2016, we formulated the Rules for Receiving
Research Support at Kyoto University Hospital’s Institute for Advancement of Clinical and
Translational Science, and, in fiscal year 2016, we began to receive support funds based on a rate
table. In conjunction with this, we have been active in raising funds from external parties, such
as through joint research with businesses or contract-based research. In pursuit of multi-center
collaboration to promote clinical research activities, we developed the Kyoto Alliance for Clinical
Achievement (KAiCA) project network, which involves participation from Kyoto University and
16 other universities and university hospitals located in central and western Japan. Moreover, to
expand and enrich inter-core-center networks, we built an inter-core-center subject recruiting
system and fostered mutual monitoring and resource sharing systems. Aiming to develop
overseas research proposals, we also founded a network with overseas clinical research support
organizations [International Clinical Trial Center Network (ICN)], in collaboration with 10
university hospitals and clinical research support organizations in Europe, America, and Asia.

To manage our research proposal pipeline and better secure our achievements, we built a
framework designed to provide smooth assistance to researchers through increased
collaboration within and among departments, based on the results of the Coordination, Support
and Training Program for Translational Research. In line with this, we developed a system for
the unified management of consultations with and applications to the Institute for support by
setting up a contact page for support consultations on the Institute’s website in August 2016.

Under these systems and frameworks, we have fostered and assessed research proposals from
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on- and off-campus and have ensured efficient management by strategies such as setting
milestones. Research proposals for development came from various research areas, such as
low-molecular compounds, cells, immune bodies, medical substrates, medical equipment,
diagnostic equipment, and combination treatment. We provided assistance for patent
applications and exit strategies, worked on investigator-initiated clinical trials and advanced
medical care, and strived for early licensing out to businesses. During fiscal years 2012 through
2017, 95, 46 and 20 research proposals in categories A, B and C, respectively, were filed at the
Core Center. Consequently, 108 related patent applications were filed and authorities were
notified about nine investigator-initiated clinical trials. Moreover, three research proposals
successfully earned manufacturing and sale approval during the period of this Program, two of
which were initiated and pursued under this Program. Finally, under Kyoto University’s original
research and development program, which solicits proposals from throughout Japan, four

invited projects commenced.
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