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With a view to further development of regenerative medicine research and its dissemination, this
project had three missions: to support appropriate implementation from ethical perspectives, including
protection of human participants and materials, to provide training opportunities for stem cell researchers
and related stake holders, and to engage in research necessary for these activities.

First, regarding ethical support and consultation, with the aim of supporting the field of regenerative
medicine research from an ethical standpoint, a consultation service was set up and an individual
consultation system was established, and 27 individual consultations were provided.

In addition, annual survey on ethical consideration for each project was conducted for newly adopted
proposals to confirm the intention of clinical application and the details of obtaining consent. Furthermore,
we revised the Informed Consent Model for the Program for Accelerating the Utilization of Disease-Specific
1PS Cells and Research on Intractable Diseases, and created and published explanatory aids for patients.

Second, with regard to training opportunities, we provided the latest information on ethical aspects,
including revisions of laws, regulations, and guidelines, and shared ethical issues at research institutions
adopted by the Research Center Network for Realization of Regenerative Medicine. The "Ethics Officers
Meeting" was held three times a year for a total of nine times, inviting researchers and related companies in
order to uncover further issues and promptly respond to new situations. As a forum for discussion from the
perspective of promoting industry-academia collaboration, the scope of participation was expanded to include
industry. Three of these meetings were held as programs that also served as ethics training sessions for
researchers, with the aim of enabling personnel involved in regenerative medicine research to take

appropriate actions in terms of ethics as well.



In addition, video training materials on the outline of the "Guidelines for the Use of Human ES Cells"
were created. This material is available on the MEXT website as educational and training materials for
researchers. In addition, we planned and held an open symposium as an effort to promote patient and public
involvement in stem cell research using ES cells.

Third, as for research on ethical, legal, and social issues (ELSI), the "Regenerative Medicine ELSI
Study Group" held a total of 10 meetings, with themes set by each organization, and conducted various
studies that arise with the progress and spread of regenerative medicine research. In collaboration with the
Japanese Society for Regenerative Medicine, we prepared and published a Japanese translation of the ISSCR
(International Society for Stem Cell Research) guidelines. In addition, we designed and conducted a large-
scale surveys targeting stem cell researchers, the general public, and patients (including common diseases
and rare diseases). As a result of these studies, 43 presentations were made at academic conferences and 15

papers were published.



