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(Ethical, legal and social issues on the practical application of genome medicine)
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Genomic medicine can be implemented in the fields of gynecologic and hereditary tumor
research. The poly ADP-ribose polymerase olaparib was approved for treatment of BRCAI or
BRCA2 (BRCA1/2) mutation carriers with ovarian cancer in the United States and Europe in 2014.
BRCA 1/2 genetic testing was clinically introduced as a companion diagnosis for ovarian cancer
patients and for diagnosis of hereditary breast and ovarian cancer syndrome. Before BRCA 1/2
genetic testing is approved as a companion diagnosis and in Japan, it is essential to consider the
Ethical, Legal, and Social Issues (ELSI) related to genetic testing. We aim to share information of
ELSI and Biobank, and data sharing with researchers, clinicians, collaborators, and clients who

were taken genomic testing.
@D Constructing information tools related to genetic testing, ELSI, and Biobank
We have begun to construct information tools related to genetic testing, ELSI, and Biobank

for researchers, clinicians, and clients.

@ Revealing how to control the sample quality of Biobank



To facilitate domestic or international collaborative research with high-quality samples, we
plan to announce the Biobank and reveal how to standardize sample collection and storage. We will

also describe our handbook and provide virtual tours of the Biobank to the public.

@ Understanding and sharing interpretation of the results of genetic testing

We aim to share ideas for interpreting variant and international data.

Recently, the Japanese Gynecologic Oncology Group (JGOG), a clinical trial group in Japan,
launched a cohort study which recruits BRCAI/2 mutation carriers (JGOG3024). The primary
outcome of the study was that we identified the incident rate of ovarian, tubal, and peritoneal
carcinoma after risk-reducing salpingo-oophorectomy (RRSO) The key secondary outcomes are
characterization of rate of occult cancer, mortality due to ovarian, tubal, and peritoneal cancer, and
all-cause mortality. A Biobank with Japanese BRCA1/2 mutation carriers will also be constructed in
the frame of the study to perform genomic analysis and genomic epidemiology. The JGOG and Tohoku
University Tohoku Medical Megabank Organization (ToMMo) launched a joint Biobank
(JGOG/ToMMo Biobank) in this fiscal year. In this Biobank, patient samples from clinical trials can

be collected and stored. We plan to demonstrate our approach for clinical studies and Biobanking.
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