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Development of new computer system validation method for ICH-GCP clinical trial
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For the investigator-initiated clinical trial, we finished the system
validation project with a new validation method. We also built a group to conduct validation in the
academia. In addition, he advocated a new validation method in academia, gave academic presentations

and writings, raised awareness of its importance until the symposium was held at related academic
conferences. Therefore we believe that we achieved our initial goal of this research. Utilization of

IT technology is indispensable for increasing efficiency of clinical research. We hope that the
establishment of a CSV methods based on the current situation of ARO in our country which will be
addressed in this research leads to improvement of reliability of clinical research in Japan.
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