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Development of lab data monitoring system using SS-MIX
in EHR and CDISC SDTM for safety manegement of clinical trials
Shuhei Kondo **, Matsuo Yamamoto™,
Keizo Horibe™, Toshiki Saito™
*1 National Hospital Organization Nagoya Medical Center, Clinical Research Center

In clinical trials of the oncology field, adverse event reporting is done using the common terminology criteria for
adverse events (CTCAE). In the pediatric area, since the upper and lower limit of the laboratory test value changes
according to patient’s age, we have to check age at the lab test date and judge CTCAE grades, that mandate
enormous labor of the monitoring work. Therefore, we planned to develop a system that standardizes lab test values
in electronic medical record using CDISC standards. We also planned to develop a safety information management
system that displays standardized data with CTCAE grades on clinical laboratory test time series and automatic e-
mail notification of serious adverse events. We first mapped our laboratory test codes to the LOINC codes, then
created an SS-MIX real data anonymization program to create demo data necessary for system development. Next,
we implemented the SDTM output module, that assigns the LOINC code, derives the upper limit and lower limit
of the lab test, those limit values in the standard unit, and maps them to the SDTM variables. Finally, we
implemented the SDTM database and the API in the safety information management system.
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API: application program interface
BCP: business continuity plan

1 PV: parmacovigilance system
F=IN | FW: firewall
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