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Every three months, we have held a meeting of the Committee for Clinical Research
Planning and Coordination, composed mainly of group leaders of the NHO clinical research
network covering multiple medical fields. The committee supports planning and proposal of
clinical research in anticipation of exit strategies, taking up seeds of academia, such as RIKEN,

the National Center (an research institute), universities, etc., and companies.



We held the meeting four times during FY2016, an investigator-initiated clinical trial was
started, and a total of four trials was conducted.

A physician (concurrent) and a pharmacist were assigned in order to strengthen regulatory
response, two physicians (one concurrent) and a medical technologist were placed to enhance
work in the biobank and the central laboratory, and three nurses and two pharmacists were
placed to further expand research/development support and monitoring.

In addition, in order to strengthen the maintenance management system of ISO 15189, we
assigned two clinical laboratory technicians and prepared for reliable ISO certification update.
At the initiative of education and training department, we conducted education and training on
various processes related to clinical research at least once a month for doctors and supporters
involved in clinical research, including those in medical institutions outside the NHO. Also, we
handled e-learning promotion and live distribution, such as a seminar utilizing a TV conference
system. Furthermore, we developed in-hospital research licenses.

In addition to the Institutional Review Board for Clinical Research already functioning in
the NHO Headquarters, the Central Ethics Board for Clinical Research is organized so that it
can respond flexibly and timely to research examination of other facilities and multicenter joint
clinical trials in various areas. We also established a framework that allows us to review the
research of external organization, and conducted one external audit. We also prepared procedure
manuals, etc. for the establishment of the Committee for Specified Accreditation and
Regeneration Medicine, and confirmation by the National Hospital Organization Headquarters
and the Ministry of Health, Labour and Welfare was obtained. We have submitted it to the
Bureau of Health and Welfare in April 2017.

By applying the safety information management system implemented as EDC's extended
function to many specific clinical research, as well as by centralizing management of serious
adverse events in multicenter collaborative clinical trials, we promoted unification of safety
information management and optimization of work. In order to automatically detect adverse
event occurrence with fluctuation of clinical laboratory test values and to omit monitoring as
much as possible, safety application development was started by using clinical laboratory data
derived from electronic medical record SS-MIX.

Internationalization of EDC with ICH-GCP compliance and independently
developed/operated CDISC is being implemented, used by pre-mapped to standard variables
defined by SDTM in investigator-initiated trials.

In order to reduce monitoring cost when conducting clinical trials under ICH-GCP, 6
monitoring hubs established in the designated NHO regional-central hospitals for clinical trials
(Sendai Medical Center, Tokyo Medical Center, Nagoya Medical Center, Osaka Medical Center,
Shikoku Cancer Center, and Kyushu Medical Center), we continue to support high-quality
clinical trials and investigator-initiated clinical trials.

We disclosed information on clinical researches/trials in cooperation with the NHO
Headquarters. In Nagoya Medical Center, we promoted positively public relations activities by

performing displays in exhibition, etc. 4 times, 3 visits to the companies’ medical affairs

3



departments. At the in-hospital counseling desk, we carried out counseling, etc. for the subjects

and their families.
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