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In 2016, Okayama University Hospital has built up the clinical research support
system for the aims as follows: (1) strengthening TR support function under established
quality management systems (QMS), (2) promotion of biomarker research, (3) strengthening
the clinical research network system in Chugoku and Shikoku area (Mid-West Japan Clinical
Study Consortium). As a result of this project, Okayama University Hospital was approved
as a clinical research core center in March, 2018.

According to QMS, we prepared the SOP for education of the ARO members, quality
control for the ARO consultation work and organized the document system handled at the
ARO. As a clinical trial monitoring system, a total of four persons, two full-time workers and
two part-time workers, were set up. In addition, one faculty member (Assistant Professor)
belonging to the ARO was educated as a clinical trial monitor, and the investigator-initiated
clinical trial was monitored by the medical doctors belonging to ARO.

In order to enhance education on clinical research, we exchanged personnel with
administrative agencies. In addition, we employed one biostatistician and one project
manager by cross-appointment with companies. As to the education for the 3rd year students
of the school of medicine and dentistry, we conducted education using Regulatory Science
Introductory Course and enlightened research awareness on drug research and development.

Promoting strategic biomarker research, the function of biobank in Okayama
University Hospital was enhanced. In addition to improving the specimen distribution and
analysis system established between 2014 to 2015, we have constructed the quality control
system of stored specimens, correlation analysis of specimen storage processing process and
stored specimen quality. In order to achieve both compatibility between clinical trials and
collection of biobank specimens efficiently, a new system was upgraded and the current
supporting system was refurbished. In addition, we began preparing standard operating
procedures to improve the quality control system.

Activating the functions of Mid-west Japan Clinical Study Consortium, we visited a
collaborative core hospitals in Okayama city to conduct multicenter clinical research, to
share the clinical trial information within the consortium and to facilitate mutual patient
introduction system. The consultation for the investigator-initiated clinical trial conducted
in this consortium was provided for the strategy of new drug development. Also, in order to
publicize the research support provided by the ARO to the other institutions, the website was

renovated.
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