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In accordance with the original plan, the following activities were carried out this year under the
Research and Development Program. In addition, as laid out in the original plan, each activity was

carried out in close collaboration with the Program members.

1. Review of existing materials and ethical guidelines

In addition to reviewing existing materials such as CITI JAPAN, a review was conducted based on
the amendment of the Personal Information Protection Law, focusing on "Ethical Guidelines for
Medical and Health Research Involving Human Subjects", and ethical guidelines on other medical

research.

2. Field survey (interview survey / questionnaire survey)

In order to grasp the actual state and current issues surrounding research ethics review, we conducted
an interview survey and a questionnaire survey for medical ethics committees and secretariat of
medical universities and research institutes.

In the interview survey (conducted for medical universities and research institutes in March 2017),

the following opinions (1) to (5) were found:

(1) Given the limited budget allocation for the education and training of the committees, there
may be instances for institutions in more remote areas to face difficulties in securing funding for
committee members to attend trainings in central areas like Tokyo. It is, therefore, educational
materials that can be used at a low fee or of no charge are desired.

(2 Materials and programs that can be catered according to the needs of each facility are

required.


http://amedproject.sfc.keio.ac.jp/

3 A semi-public education mechanism is required for non-medical commissioners who can
obtain proof of certification / completion.

(4) In institutions in rural areas, it may be difficult to secure legal committee members.

(5) Because many of the existing training materials are for researchers, teaching materials for

non-medical committee members are necessary.

In addition, we focused our questionnaire (conducted for all medical and dental schools, conducted in
March 2017), on issues related to committee members of legal profession, specifically on the opinions
regarding the necessity of legal professional members in the committee, their understanding of
guidelines and research plans, and contents of their inputs. As a result, for example, while most
organizations believe that it is necessary for legal professional committee members to be in the ethics
review committee, many institutions believe that these members do not have a direct relationship to
carry out ethical reviews smoothly. The outline of the survey results will be made public on the
following website in the first half of 2017.

The above questionnaire survey was conducted as a means of pilot for the questionnaire survey to be
conducted in FY2017. In FY2017, we plan to conduct similar surveys in training hospital, the faculty

of life sciences (non-medical) and others.

3. Creating model teaching materials

We drafted text educational materials for the ethical guidelines of medical research, focusing on
"Ethical Guidelines on Medical and Health Rsearch Involving Human Subjects ". In addition, we held
a meeting on March 8, 2017 with members of other groups who will carry out similar research and
development as this research group to seek out their feedback on the draft material. Based on the
comments received, we improved the text materials, held meetings within our group, and tried out a
mock-class using revised educational materials.

In the above mock-class, we videotaped the presentation and reviewed the recorded method (camera
check, position check of the performer based on the projection, etc.). In addition, we edited the
recording, created video educational material (provisional version) and reviewed it for points of

improvement.

4. Creation of a website

In order to disseminate the plan of this research and development and the result widely, the team
created a website (http:/amedproject.sfc.keio.ac.jp/). Among these, in addition to showing the basic
concepts and plans of this research and development, we prepared a reference material section where
domestic and foreign guidelines and laws, including Federal Policy for the Protection of Human
Subjects ((Common Rule'), as well as other relevant information can be easily accessed.

In this research and development, we plan to develop text teaching materials and video teaching
materials after FY2017 and release them. The outline of the field survey will also be made public. As
such, the establishment of the website is regarded also as preparatory step towards dissemination of

the above text and the results of the survey.
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