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In this program mainly for seeds of medical device and medical material of universities and
companies we had promoted to form a translational research support site based on medical-engineering
collaboration to support from fundamental research to clinical trial. In fiscal year 2016, aiming at 1) becoming a self-
sustained permanent site, 2) development human resources, 3) networking, we had worked on becoming a self-
sustained permanent site, development human resources for clinical development and strengthening alliance of
Tohoku Translational Research Center Development Network (TTN) and other sites.

1) To achieve becoming a self-sustained permanent site, we run Open Labo Space to be rented (12 research rooms
and 12 experimental laboratories) and collects fees for support of data-management, development and clinical
research implementation. We had achieved revenue growth considerably comparing last fiscal year with our efforts
to collect information for grant and encourage researchers to apply for it. The distribution basis of patent income had
been discussed with the head office of Tohoku University. Also in cooperation with other programs such as ‘Support
Program for ensuring safety of clinical research of unapproved drugs and medical devices, we had collected
information for grant and support applying appropriate grant for each seed to accelerate researches and increase our
revenue.

2) Regarding development of human resources, we had increased the number of project management support
staff as support seeds increases. There were a few tasks which were discussed in the site visit of FY 2016. We had
proceeded assignment of safety information expert and consulted with our lawyer as needed. Our support staff had
been trained by OJT of supporting seeds development and acquiring expertise through participations of workshops
and conferences. Also TR seminar had been held also as lectures of intellectual property, analysis and other themes
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related to translation research to develop experts and educate graduate students.

In the program of Developing innovation leaders for medical device through Japan Bio Design
Program (JBD), JBD fellows of Tohoku University had done new medical needs finding at the Clinical
Research, Innovation and Education Center, Tohoku University Hospital (CRIETO) and other Tohoku University
related medical institutions and considered solutions. As a consequence of the first fellows, they had identified
new 393 needs in urology region and chooseed some and proposed a new medical device to solve a problem for
elderly people in long-term care.

3) To build a network, we had made agreements with six universities in the Tohoku region (now
being changed to seven with the foundation of Tohoku Medical and Pharmaceutical University), 13
flagship hospitals and Akita Clinical Trial Network with the TTN. It means the network of 16,302
beds had been built. Also we had opened the registry of 18 diseases mainly government-designated
immune disease to improve collecting cases. In the project of infrastructure 9 sites network, we had
taken roles in organizer and secretariat. There were 3 projects to be promoted in cooperation with
each site: 1) construction of subjects recruiting framework, 2) construction of mutual monitoring
framework, 3) utilization common resource. We had contributed to smooth promotion of these projects
to accelerate practical application of support seeds.

Regarding nurturing seeds, we had supported 45 seeds (A: 29 seeds, B: 11 seeds, C: 5 seeds) which were adopted
by this project in fiscal year 2016. Among these seeds, 2 seeds had gone up to the next phase and 7 seeds were
consulted by PMDA and we had been filed patent applications of 35 seeds. We had been implementing 3 investigator-
initiated clinical trials and started 1 clinical research and gotten 1 clinical approval. Furthermore, we had supported

84 seeds which were not adopted by this project.
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As the overview of five years in this project, we had been structuring the system necessary for efficient
developmental supports from nurturing seeds to clinical practical application with the support of this project started
in fiscal year 2012.

For nurturing seeds, we had strengthen our function of finding seeds at Tohoku university in our own way such as
the Promotion of Medical Science Committee organized 16 divisions of the university and research theme survey of
the sophomores. With our support, we had achieved that 41 seeds had gone up to the next phase and 21 investigator-
initiated clinical trials had been started and 20 seeds had been licensed out and 1 seed had been put on the market.
Regarding support of intellectual property, we had focused on 1) structuring the support system of intellectual
property, 2) broad support for other sites, 3) promotion of practical application by utilization of intellectual property.
As 1), we had secured human resources and designed our support flow and strengthen alliance within the site to
structure the support system for research practical applications. As 2), we had started to support other sites in the
fiscal year 2015 with our support experiences for our site. As 3), we had devised a policy of offering license agreement
of patent and permitting the use of clinical trial data to the outside as an intellectual property. Internal rules had been
devised and we had made a first agreement with the company of medical device.

For developing human resources, we had started giving lecture and tour of CRIETO for medical students. We had
held training sessions of clinical research more than six times in a year in the clinical research license program
designed for doctors and dentists who conducted clinical researches. We had held training sessions of monitoring and
CRC workshop with clinical research network of Tohoku region.

In JBD started in the fiscal year 2015, JBD fellows of Tohoku University had done new medical
needs finding at CRIETO and other Tohoku University related medical institutions and considered solutions.
The first fellows had identified new 393 needs in urology region and chooseed some and proposed a concept of new
medical device for elderly people in long-term care. The second follows had identified over 200 needs in
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rehabilitation region. They had proposed two concepts to solve the problem and started substantiative experiments.
Regarding becoming a self-sustained permanent site, the system for collecting support fee started in the fiscal year
2014 had been structured to secure our own revenue. Our rented laboratories were always occupied. The revenue
from support fee had been steadily rising as seeds increases. We had achieved revenue growth considerably for five
years in this program.
To build a network with TTN, we had made an effort to promote the alliance with universities and
institutions in the Tohoku region and nationwide for promotion of clinical trials and seeds
development and practical application. We had made agreements with six universities in the Tohoku
region, 13 flagship hospitals and Akita Clinical Trial Network with the TTN. It means the network of
16,302 beds had been built. We had established a cooperative IRB (All Tohoku Clinical Trial Review and Audit
Organization (ACTIVATO)) operated by six universities in the Tohoku region for prompt start of clinical trials.
In the project of infrastructure 9 sites network, there were 3 tasks to be promoted in cooperation with
each site: 1) construction of subjects recruiting framework, 2) construction of mutual monitoring
framework, 3) utilization common resource to accelerate practical application of support seeds. In our
roles as organizer and secretariat, we had done our duties such as contacting with other sites,
organizing the meetings, providing information for smooth promotion of the project. Also we had
attempted that our projects would be well-known though our presentation at meetings, conferences

and poster sessions and running a booth.
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