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Steering Group: project governance and international event organization



Steering Group governed the whole project by facilitating collaborations and creating spaces for
interaction between three subgroups. The first project meeting was organized in Tokyo on March 24th
to develop knowledge exchange between the subgroups and deliberate possible directions of this
research project. Such a close relationship yielded a draft of the guidance for data use in genomic
research projects of the AMED Platform Program. For the Mid- and Long-Term Issue 1, we conducted
a site visit to Australia in order to examine international activities on ELSI research. Researchers in
Australian Genomics Health Alliance introduced ELSI research in Australia and shared with us the
relevance of international collaborative relationship between Japan and Australia. In addition, we
visited and interviewed Prof. Katsushi Tokunaga in Tokyo University, who leads a project of Platform
Program for Promotion of Genome Medicine. We also started literature review on ELSI research in
other countries (item: 26 including consent forms, academic papers and official reports) and designed
the concept and process of an international symposium to be held in the next fiscal year, fixing the
date and venue (13-15 November 2017, Kyoto).

Subgroup 1: Informed consent and ethics review

This subgroup critically reviewed conventional informed consent forms on genetic testing that are
complicated in the explanation process both for clinical testing and research (Case Study 1). Another
examination went to a ‘packaged’ ethics review system possible for the revised Genome Guideline to

see if such a system is necessary for genomic research as well (Case Study 2).

Subgroup 2: Establishment, management and maintenance of biobanks

Case Study 3 was conducted by the review on return of genomic analysis results via documents and
websites publicly available in Japan and other countries. Case Study 4 was directed to literature
review and the preparation of public survey. This subgroup also collected some information on
international data sharing (Mid- and Long-Term Issue 3). All the study was at a preliminary phase
but research results were shared within the research group in order to elaborate items to be inquired

in a public survey for the fiscal year 2017 (Case Study 3).

Subgroup 3: Protection and sharing of genome, omics and clinical data

Subgroup 3 surveyed the current status of data protection and identified risk on various omics
information (e.g. mutation, transcriptome, metagenome). It studied the revised Personal Information
Protection Act, the revised Ethics Guidelines and how to protect and utilize genome, omics and clinical
data to be implemented in the fiscal year 2017. The discussion on possible practical cases at the

Subgroup 3 meeting at Osaka University on March 13th directed to the need of further study.
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