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ABSTRACT

For clinical trials conducted under the Clinical Trials Act (CTA), a physician or dentist
belonging to the research institution is basically responsible for conducting the study. The Con-
flict of Interest (COI) guidance issued under CTA requires that COI in a clinical trial must be
properly managed and disclosed. However, if COI are properly managed, the involvement of
pharmaceutical companies in clinical trials is not restricted under CTA. When conducting an
actual clinical trial, it is often difficult in practice to determine the extent to which a company
can be involved in each trial process. In addition, CTA does not distinguish between investiga-
tor-initiated clinical trials, which are initiated and performed by investigators at their own risk,
and collaborative clinical trials, in which investigators and companies share roles and responsi-
bilities. Therefore, we created a chart showing the responsibility assignment matrix according
to the degree of involvement of the company as Responsible, Accountable, Consulted,
Informed (RACI), and confirmed its feasibility. This study was conducted by a research group
belonging to the Medical Affairs Committee, the Japanese Association of Pharmaceutical Med-
icine.
(Jpn Pharmacol Ther 2020 ; 48 suppl 1 : s39-56)
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