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Research design challenge for effectiveness of implementing the laboratory test
result transition system
Naoki Nishimoto™, Jun Kunikata*?, Hideto Yokoi™

*1 Clinical Research Development and Innovation Center, Hokkaido University Hospital, *2 Clinical Research Support
Center, Kagawa University Hospital, *3 Department of Medical Informatics, Kagawa University Hospital

The aim of our study was to list up the problem of feasibility study under the use of laboratory test result transition
system to EDC (Electronic Data Capturing) for CRC (Clinical Research Coordinator). We set up a randomized
controlled trial of the system use when CRCs input the patient data. The primary endpoint was the time difference
between the use/non-use of the clinical data transition system and we calculate the sample input times using the
95% confidence interval. 25 inputs for both arms were set, however, the start or end of the measurement timing

should be carefully defined in the trial protocol.
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