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Based on the article of "Recommendations for developing postmarketing surveys and clinical
investigations using SS-MIX standardized storage” (Jpn J Pharmacoepidemiol, 18(1), 65-71, 2013)
which was published by 7 academic societies, we set the objective of our research to develop and
publish generic and concrete methods for applying data structure standards conforming to the
Clinical Data Interchange Standards Consortium (CDISC) standards on data from electrical health
records stored in SS-MIX2 standardized data storage.

As 2016 was the first year of the project, two software developments were carried out at the
University of Tokyo and Osaka University to support the task of mapping the data in the electronic
medical chart to the standard.

The University of Tokyo has improved the function of the existing electronic case report
system (UMIN INDICE) for clinical research. The function of transferring data in the Operational
Data Model (ODM) format, which is one of the CDISC standards, was improved.

They also made necessary improvements to store ODM format data in a system (known as
UMIN ICDR) that shares analyzed data from clinical research among researchers.

Osaka University holds a system (CRF Reporter) that enables exporting data entered on
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"template" screen into both of electronic medical record system and ODM format. In this year, they
developed a function that allows data to be entered not only from the template but also from SS-
MIX2 storage.

The purpose of this research is not only software development itself but presenting the best
practices and specification of supporting software of mapping work that can be commonly used at
any medical institution. Software developed in this year will be used in mapping experiments in the

next year, and the generalizable functions from that will be documented and published.
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