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Realization of regenerative medicine needs promotion of research with a clear view of clinical
application. For that purpose, we should establish a system of clinical research from an early
stage. For proper implementation of clinical research in regenerative medicine, consistent ethics
support should be provided to the researchers in each research institution from the stage of basic
research. Simultaneously, considerable deliberation should be made at the ethics review
committee. Very few ethical consultations, however, are available to researchers engaged in
clinical research. The way of ethics support also is not clear. In addition, ethics education for
researchers and research ethics supporters who sustain the ethics of regenerative medicine
research is not enough. Furthermore, theoretical research and survey studies on ethical issues
specific to the field of regenerative medicine are insufficiently conducted. Given these current
situations, this project addresses the following three issues: 1) ethics education, 2) ethics
education, and 3) ethics research. We have set specific implementation items for each issue and

proceeded with our efforts.



1) Ethics support
We have implemented ethics support as follows.

First, we identified the location of ethical issues by conducting site visit for the “Highway
Program for Realization of Regenerative Medicine,” and participating in research meetings. Then,
we conducted ethics support, if necessary. Also, we held "ethics personnel meetings" for all
persons in charge of ethics for the project of “Highway Program for Realization of Regenerative
Medicine.” At the ethics personnel meetings, we provided researchers with information on
revisions of the Personal Information Protection Law, and others. Taking into consideration the
impact of social environment on regenerative medicine, we worked on improving the social
acceptability of research on regenerative medicine. Meanwhile, we have fully recognized the
1mportance of standardizing the research ethics review. Therefore, we have worked for developing
ethics review tools that are useful for review committees such as “specific certification

regenerative medicine committee.”

2) Ethics education
We have implemented ethics education as follows.

First, we held seminars on regenerative medicine ethics for clinical research coordinators,
research supporters, medical professionals, and personals of ethics review committee.
Particularly, in 2017, we conducted ethics education for the general members of the committee.
In addition, following completion of "informed consent for research on regenerative medicine,"
video teaching material of informed consent, we distributed the video at workshop and conducted

ethics education.

3) Ethics research
We have implemented ethics research as follows.

First, we theoretically examined how the revision of the personal information protection law
and ethics guidelines affected regenerative medicine research. Then, we judged that there should
be no direct effects on clinical research and regenerative medicine, if conducted conforming to the
law on securing safety of regenerative medicine. Also, we have developed educational materials for
minors to ethically and properly participate in regenerative medicine research. Based on the
developed teaching materials, we experimentally provided information to minors, and utilized
their feedbacks to verify the teaching materials. Furthermore, we have classified first-in-human

studies and organized the information, then, we have developed tools for ethical discussions.
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