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Use case of CDISC standards on development of the clinical-genomic
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Abstract:
Genome data derived from the next generation sequence has a large amount of information. The genomic data is
very difficult to systematize and categorize the clinical significance of the results as compared to the usual
laboratory test results. Therefore, it is necessary to accumulate a large amount of "genomic information" and
"clinical information" in the database in a state of being linked, and to derive the clinical significance by
comparing the genomic data etc. of the examined patient to the database. On the other hand, standardization of
clinical information is necessary to retrieve and extract data derived from multiple clinical trials. For
standardization, we use the CDISC SDTM format and map clinical information according to the SDTM
Implementation Guide (3.2 version). We mapped the data for 2 studies and about 800 cases, and it turned out that
the SDTM implementation guide was insufficient and it was found that more detailed specifications were
necessary, so we made a specification sheet. Several problems have also become apparent. Studies that were
completed without using the CDISC standard required mapping to CDISC SDTM format and spent a lot of

resources.
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