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B Summary: In Japan, there are many kinds of cohorts and biobanks, which have
accumulated various types of biospecimen and information (e.g., clinical information,
genomic data, etc.). The use of cohorts and biobanks by companies has been on the rise in
recent years, and to further promote their use, a promising approach is explored to enable
recruitment and preselection of individuals from existing cohorts for participation in other
studies, which is called “trial-ready cohort.” This approach is different from traditional
observational studies in that the trial-ready cohort comprises of individuals who will have
clinical interventions in the future. Participants in the trial-ready cohort studies may have
benefits of early interventions as well as gain the results of genomic analyses. To date,
some trial-ready cohort programs have already been conducted in Europe, and only a few
programs have been launched in Japan. In this study, we aim to explore ethical, legal and
social challenges experienced by the trial-ready cohort programs and conduct a
preliminary investigation for rule making.

B Joint R&D Organizations: The University of Tokyo, National Center of Neurology and
Psychiatry

B Key words: trial-ready cohort, preventive medicine, biobank, bioethics
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