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Quality control of data resources for clinical research
Tomohisa, Seki*!, Satomi, Nagashima *' , Ohe, Kazuhiko ** 2
*1 Department of Healthcare Information Management, The University of Tokyo Hospital
*2 Department of Biomedical Informatics, The Graduate School of Medicine, The University of Tokyo

Using electronic medical records for clinical studies requires data resources reconstructed for secondary use. Data for
clinical studies should not be directly extracted from active clinical-use databases to avoid the risk of affecting system
response. Additionally, appropriate data processing such as reorganization of the table structure, transformation of data
formats, standardization of codes, and recreation of data are required to obtain necessary information based on the
purpose of the research. Because of the complexity of this process, the accuracy of values and the preservability of
semantic information in reconstructed databases need to be examined before use in clinical studies. However, a
verification method for reconstructed databases has not yet been established. Moreover, there has been no indicator of
the quality of the reconstructed databases. To address this issue, the following four themes have been set as the subjects
of sub-working group 4: (1) validation of SS-MIX2 standardized storage as a general-purpose resource, (2) semantic
verification between Fast Healthcare Interoperability Resources—compliant objects from two data sources, (3)
examination of quality indicators for databases used in clinical research, and (4) development of a quality control
procedure for secondary use of electronic medical records with related vendors. We report on the progress achieved in
addressing the above four themes since July 2020.
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