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Computerized system validation for EMR systems on clinical researches
M. TANIGAWA™, J. KUNIKATA", S, AKAHORI™, S. TADA™, H. YOKO[I™"2"3
*1 Department of Medical Informatics / *2 Clinical Research Support Center, Kagawa University Hospital
*3 Network Administration Office, Faculty of Medicine, Kagawa University

We believe that the high-quality electronic medical records (EMR) are dependent on the proper quality control of
EMR systems. In particular, quality source data in clinical research should be “Accurate”, “Legible”, “Complete and
“Contemporaneous (recorded at the time the activity occurs)”, “Original” and “Attributable to the person who
generated the data”. Therefore, we have been tried to conduct computerized system validation activities to assure the
reliability of EMR system in Kagawa University Hospital. We introduce the computerized system validation activities.
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1)Use of Electronic Health Record Data in Clinical Investigations
Guidance for Industry. USA, July 2018.
[https://www.fda.gov/downloads/Drugs/GuidanceComplianceReg
ulatorylInformation/Guidances/UCM501068.pdf (cited
2018-Aug-14)].

2)Guideline for Good Clinical Practice E6 (R1), June 1996.
[https://www.ich.org/fileadmin/Public_ Web_Site/ICH_Products/G
uidelines/Efficacy/E6/E6_R1_Guideline.pdf (cited 2018-Aug-14)].
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