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ABSTRACT
Considering the high cost required for monitoring including source document verification
(SDV) to ensure the quality of industry-sponsored clinical trials, it is important to establish a
monitoring system for investigator-initiated trials that can conduct efficient monitoring with
limited resources. In April 2013, National Hospital Organization (NHO) Nagoya Medical Cen-
ter was selected as a hospital of the project for clinical research core hospital and we developed
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a monitoring support system utilizing the NHO network. From the seven NHO hospitals, moni-
tor candidates were selected according to the acquisition of an advanced CRC certification and
a GCP passport of the Japan Society of Clinical Trials and Research. After the monitor candi-
dates received initial and continuous training, they were assigned to GCP-compliant clinical
trials. The NHO monitoring system has supported one ICH-GCP-compliant international col-
laborative trial and eleven J-GCP-compliant trials. During this activities, we have developed a
check sheet for skill management for monitor and project leader. Several IT systems were also
developed to improve information sharing required for monitoring. Utilizing the NHO network,

we have developed an effective monitoring support system.
(Jpn Pharmacol Ther 2019 ; 47 suppl 1 : s67-86)
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Abbreviation. Clinical Research Associate, CRA; Source document verification, SDV; On the job training, OJT.
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