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1) Establishment of system to accept and support clinical research on regenerative medicine
Keio University Hospital is designated as one of the core hospitals for clinical research in
Japan, and has established a system to accept and support research seeds from other facilities.
In the current project, the system inside of the hospital was improved to be able to accept and
support new clinical researches on regenerative medicine using iPS cells etc.. In addition, we
held the regenerative medicine clinical research council with Center for Cell Therapy, Tokyo
Medical and Dental University, and Advanced Medical Research Center / Cell Processing Center and
will continue to operate in collaboration with the National Consortium.
2) Cell culture processing support
We established a cell preparation and processing system at Keio University and constructed a
system to culture and process cells according to various needs from other facilities in cooperation

with regenerative medicine clinical research council. In addition, we hired new engineers with
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advanced technology such as regenerative medicine cultivators and thereby strengthened our
organization.
3) Regulatory compliance

Certified Committees for Regenerative Medicine at Keio University and Tokyo Medical and Dental
University held a Regenerative Medicine Clinical Research Council consisting of members of both
university committees. There, a lecture about safety issue (tumorigenicity) related to clinical
research using iPS cells and a lecture about clinical research design was co-organized. Also,
measures to improve the quality of examination and standardization was discussed. Besides, in
collaboration with CRO, we began to create a concrete system necessary to conduct clinical research
(e.g., preparation of operation procedures). As for regulatory compliance, it was decided to
collaborate with the National Consortium as well.
4) Other: Public relations / human resource development

In order to conduct clinical researches, it is also necessary to train technicians with cell
culture techniques and to cultivate people with advanced expertise to hold a leadership in
researches. Tokyo Medical and Dental University has already established the Consortium for
Development of Human Resources for Regenerative Medicine (Ministry of Education, Culture, Sports,
Science and Technology, AMED) in collaboration with Centers for iPS Cell Research and Application
at Kyoto University and Osaka University and started to cultivate human resources for cell culture
/ processing and cell quality control technology. Based on this project, we developed a system
to further promote human resources development in cooperation with National Consortium, FIRM and
others. In addition, we introduced the contents of this project on February 5th, 2017, at the

eleventh public lecture of Japanese Heart Failure Society
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