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FORUM

Directivity of Data Transmission from EMR to e-CRF for Improving Efficiency of Clinical Research

Katsunori YOSHITOMI®' Hiroyuki HURUKAWA** and Kenichi MIYAMOTO**

*! Kanazawa University Graduate School, Natural Science Research Course
*? Kanazawa University Hospital, Center for Clinical Trial Management
13-1, Takara-machi, Kanazawa 920-8641, Japan

In the current clinical trials, clinical data which was originally recorded on source data is transcribed into
CRF by physicians or CRCs, and CRAs verify source data and CRF. However, transcription and verification are
labor-intensive jobs. If the information of source data could be electronically transmitted to CRF, transcription
and verification jobs are unnecessary. However, transmission of all necessary data is difficult. Therefore, we
carried out surveys for CRCs and CRAs about which data items should be transmitted and what problems might
occur. We obtained responses from 370 CRCs and 252 CRAs. It was suggested that data items which can improve
efficiency of clinical trials are “Concomitant Medications”, “Medical History/Complications”, “Laboratory Test
Results”, “Adverse Event”, and “Vital Signs”. And various problems were listed : in paticular, CRCs were
concerned about “Security” and CRAs were concerned about “Reliability and Assurance of the System”.

Key words : clinical trial, data transmission, electronic medical record, electronic data capture, case report form



