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This fiscal year, we were able to establish the conference body, select external experts and
schedule for the future as follows, aiming at the construction of the whole ethics education
package.

This educational ethics package consists of two parts, an educational program and an
evaluation program. The former is a program aimed at mastering "reviewing" which is the most
necessary ability in the duties of the ethics review committee of the Advanced Course. The latter is
a program for certification system concerning ethical screening including the degree of
achievement of the course was set up. As a result, not only individual education for ethics review
committee members but also a mechanism to contribute to the quality of Japan as a whole can be
made possible.

In preparing the educational program, we make the core members of the development team in
the Tokyo Medical and Dental University (TMDU), centering on Bioethics Research Center
(BERC), which has expertise in ethical review. Also, to gather opinion from experts on the created



contents, we conducted a personnel selection to establish an expert opinion conference and made
a mechanism to evaluate and revise contents through questionnaire and evaluation program.

As preparation for concrete teaching materials, we examined the composition of teaching
materials which can be most effectively learned, so as to make it possible to "reviewing" the actual
ethics examination procedure, including research plan, consent explanation document, consent
form/withdrawal letter. Furthermore, we also made a set of educational programs including
instruction slides that summarize the key point, training slides to be used at training sessions to
conduct exercises. Also, we set core competence (knowledge) reviewing as an ethical board member.

In parallel with the educational program, we plan to establish a professional accreditation
system (Certified IRB Professional; CIP) involved in ethical review aiming at objectively assessing
the achievement level of the course. It will be carried out in the next fiscal year. External experts
will be selected to incorporate opinions from the standpoint of being involved in ethics education at
research institutes and academic societies to gather opinions from the outside. For the
establishment of Japanese version CIP, we visited Rochester University and PRIM&R
headquarters to gather information on the CIP system in the US. We interviewed the founder of the
CIP system, and ensured the quality of the exam questions. We also interviewed the head of the
CIP Council established at PRIM&R Headquarters to distinguish between the academic
conference of the PRIM&R as a place for education/training and the CIP exam as a place of
evaluation. As a result, we decided to separate the teams for making educational program from

one for evaluation program.
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