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1. Seeds Research Supporting Task
At Hokkaido University, in the FY2016, we have supported 38 among 59 research projects (seeds)
registered for the Hokkaido Organization for Translational Research (HTR). As a result, we have
launched two Investigator-Initiated Trials, applied two research protocols for Advanced Medicine
Care, and obtained one regulatory marketing approval and one insurance coverage approval. In
addition, we have supported the following seeds with Grants; 2 continuation seeds(with grants)
(Seeds B:1, Seeds C: 1), and 4 brand-new seeds(with grants) (Seeds B: 1, Seeds C: 3) . These seeds

have made progress as initially planned.
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2. Establishmeng of research support framework for Financial Self-Reliance
At Hokkaido University, In January 2017, we have reorganized the TR Center into "Clinical
Research and Medical Innovation Center", which is in charge of supporting clinical research and
the "Clinical Research Administration Division" which is responsible for Institutional Review
chores. The aim for this reorganization was to enhance and strengthen the system of supporting
clinical research. In addition, we have revised the rate regulation, and have established "Internal
Regulations of Phase 1 Unit of Hokkaido University Hospital Clinical Research and Medical
Innovation Center (Enacted on November 14, 2016)". Furthermore, we have obtained 13 external
grants in the FY2016. Moreover, four brand-new seeds obtained the grant from Translational

Research Network Program (Seeds B: 1, Seeds C: 3).
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3. Network construction
In support of intersector networking seeds, Hokkaido University supported Seeds from Keio
University and Asahikawa Medical University in FY2016. We supported patient recruitment for
C4 (Real-Time Tumor-Tracking Proton Beam Therapy) and C34 (Methionine Automated
Synthesizer) with utilizing "HTR-Network". In addition, by participating in various Working
Groups supported by Network construction project, a total of nine personeel from the Center
participated in Working Group sponsored monitoring workshops (threeregular training for
beginners, one: Intermediate training, two: DM /Monitor collaboration training, three: Intensive
training). In addition, one personeel attended the audit personnel workshop and tried to improve
expertise and technical skills. Furthermore, number of registered medical institutions of "HTR

Network" has been increased from 396 hospitals in FY2015 to 408 hospitals in FY2016.
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4. Comprehensive progression of Projects
Hokkaido University held a briefing session for recruiting seeds in February 2017. Also, we
actively exchanged information on seeds support and grant applications with researchers outside
of the university. As a result, 24 brand-new seeds researches were registerd in FY2017 (Seeds A: 10,
Seeds B: 10, Seeds C: 4). In addition, in collaboration with “the Institute for the Promotion of
Business-Regional Collaboration” of Hokkaido University, we held meetings five times to
discussing about and carrying out seeds incubation within Hokkaido University. Moreover, we held
an information session in an effort to creating opportunities for researchers and pharmaceutical
companies to exchange information with each other. Through these opporotuities, we have actively
created opportunities to contact companies and to discuss about strategic planning for seeds

researches. 3
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5. Educational Activities
In the FY 2016, in addition to conducting lectures and other activities for undergraduate students
and graduate students, we have accepted resident physicians and conducted practical training on
clinical research. In total, we have conducted 8 lectures with total attendees of 989 (among them,
57 people were from outside of the university). Moreover, we have conducte total of 16 training
sessions targeted for staffs of Clinical Research and Medical Innovation Center and total of 333

attendees (including 24 outsiders) participated in these sessions.
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1. "The Hokkaido Organization for Translational Research (HTR) " consisits of three medical
(educational) universities within Hokkaido; Hokkaido University, Sapporo Medical University, and
Asahikawa Medical University; and it has been operating " All Hokkaido Translational Research

n

Project for Advanced Medicine " under "Translational Research Network Program". At the
beginning of this program, HTR has transferred the Responsible Organization to Hokkaido
University. Also, in an effort to operate efficiently, the organization has added "Department of TR
Cooperation Promotion", in addition to previously existed departments naming the "Department of
TR Planning", the “Department of Clinical Trial Management” and the "Department of
HTR-Network Management ". In December 2012, we have established the "TR General Director"

to strengthen the coordinating function of the entire organization.
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2. At Hokkaido University, "Center for Translational Research" (operating under “Translational
Research Network Program” governed under the jurisdiction of the Ministry of Education, Culture,
Sports, Science and Technology), and "Translational Research and Clinical Trial Center"
(operating under the “Core Clinical Research Hospitals Associated Project” under the jurisdiction
of the Ministry of Health, Labor and Welfare Medical Support Center ") were integrated in October
2014. The integration led to the establishment of “Hokkaido University Hospital Clinical Research
and Medical Innovation Center". The objective of this establishment was to enhance and
strengthen the support function of clinical research/clinical study. In January 2017, we have
reorganized the center into "Clinical Research and Medical Innovation Center", which is in charge
of supporting clinical research and the "Clinical Research Administration Division" which is
responsible for Institutional Review chores. This has led to establishment of and strengthens the

framework for promoting clinical research within this Hospital.
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3. In order to enhance and strengthen the function of the TR Center, we have hired six permanent
personnel and actively recruited the experienced personnels. As a result, we have gathered far
more compatible personnels such as experts in regulatory affairs, safety, CMC quality control and
intellectual property field. We have strengthened the seeds development functions such as

evaluation of non-clinical trials and correspondence with PMDA and so on.
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4. As for the ARO function of Clinical Research and Medical Innovation Center, CPC (Cell
Processing Center) has been expanded from 2 rooms to 4 rooms. In addition, Phase 1 Unit has been
fully developed in January 2016, with an aim of promptly starting Investigator-Initiated Clinical
trials. As a result, one Investigator-Initiated Clinical trial has been already conducted at this

Phase 1 Unit. Currently, preparations for the second trial have been proceeded.
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5. Regarding the global outreach, we have conducted Pre-Submission Meetings three times with
FDA for the development of a Real-Time Tumor-Tracking System. As a result, 510 (k) (Premarket
Submission) has been submitted to FDA by the company responsible for marketing on April 7,
2017.
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6. For the network formation, the "HTR-Network" launched ahead of other TR institutions. It has
registered 408 facilities and medical institutions within Hokkaido (as of March 31, 2017). It is used
for supporting researchers of the universities and/or supporting clinical research and clinical trial
of the pharmaceutical companies. Furthermore, we have carreid out the excavation of seeds
(researches) by aggregating the information on researchers in collaboration with “Institute for the
Promotion of Business-Regional Collaboration of Hokkaido University”. We have conducted the
research exavation on life science by targeting not only Faculty of Medicine but also the Faculty of
Pharmaceutical Sciences, School of Engineering and Research Center for Zoonosis Control.
Furthermore, in cooperation with the “Institute for the Promotion of Business-Regional
Collaboration of Hokkaido University”, we have hosted information session which aimed to set up
opportunities for researchers and companies to communicate. Moreover, we have wvisited
universities outside of Hokkaido which have faculties of medicine, engineering, and pharmacy in
order to promote translational research and to excavate promising researches (seeds).

We have also actively outreached Hamamatsu University School of Medicine, Iwate Medical

University, Hyogo College of Medicine and National Cerebral and Cardiovascular Center.
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7. As results of all of the above, we have accomplished the followings. First, we have initiated three
Investigator-Initiated Trials (DC37 (Autologous Cultured Epidermis),@C28 (O-17 Labeled Water),
(®C38 (Antibiotic Combination Therapy). Moreover, we have obtained the marketing approval for
following devices; Endoscopic Surgery Navigator, iGold, Motion Tracking Device for Radiation
Therapy,Real-Time Tumor-Tracking Proton Beam Therapy Device, Cone Beam CT, Short Range
Treatment Device and Artificial Wrist Joint (DARTS).
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