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Developing solutions to globalize and improve the interoperability of
clinical trials.
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Yoshihiro Aoyagi™
*1 Information Technology Management Section, Research Management Division,
Clinical Research Support Office National Cancer Center Hospital East.

In this presentation, | focus on a system developed for clinical trials at National Cancer Center Hospital East. |
introduce our current projects to utilize RWD and our system development for CDISC standards and
OHDSI-OMOP, which are the global standards. Also, I will discuss my personal views on the issues of improving
interoperability in clinical trials through my experience in the development of these systems. Clinical trials are
facing the globalization wave, ICH (International Conference for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use) emphasizes the importance of accepting data from global clinical trials to the
regulatory authorities in each country. Besides the conference can discuss real world data research, and a
reflection paper has been issued to make more effective use of real world data. The globalization of clinical trials
has spread to information systems in medical institutions. As source documents are stored in hospital information
systems, the accountability for ensuring the reliability of hospital information systems has become more important.
Many checking tools are unique for clinical trials and are used in most English speaking countries. When
collaborating with pharmaceutical companies, it is necessary to understand their standards and culture before

developing solutions.
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