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This research aims to further strengthen the function as Academic Research Organization
(ARO) to overcome unmet medical needs in Japan. Specific roles of ARO include clinical
development at an early stage, preparation of protocols in investigator-initiated clinical trials
compliant with ICH-GCP, selection of institutions, data management, etc. To construct a proof of
concept in the clinical trials, leading up to the verification test collaborating with pharmaceutical
companies is needed. While being an academia, we are actively involved in product development
and making evidence. Those who are familiar with clinical trials and regulatory affiliation
belonging to ARO discuss with principal investigators according to the design or setting of clinical
trials or the development strategy. Moreover the results obtained by these investigator-initiated
clinical trials have an academic and medical impact as well. ICH-GCP compliant clinical trials
that have been guaranteed qualitatively for design will also contribute to the regulatory approval.

Between April 2016 and March 2017, we established the quality management system for
achieving the ARO support appropriately and employed employees with cross-appointment
system. In addition, we conducted clinical trial secretariat work, data management work,
monitoring work, audit work etc. in three investigator-initiated clinical trials. Currently, all of the
case registration has been completed for each clinical trial, and we are currently discussing with
investigational drug providers. Also we now plan to make appropriate use of clinical trial data in

cooperation with each company.
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