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Data Standard Trends in Clinical Studies and Pharmaceutical Affairs
- Data interoperability: issues and the way forward -

Mihoko Okada™
*1 Institute of Health Data Infrastructure or All

Sources for healthcare Real-World Data (RWD) are generally considered as routinely generated and collected
clinical data, including Electronic Health Records (EHRs), administrative or claims data, data from self-
monitoring devices, and so on, although there is no consensus on a definition of RWD. There is an increasing
expectation to derive reliable Real-World Evidence (RWE) using RWD, although it is still unclear whether
observational data can be used to address the same clinical questions being answered by traditional RCT. In the
use of RWD for research, two major issues are data standards and data quality. It should be noted that there are
no universally accepted standards currently in use for these different real-world sources, and this is considered an
impediment to the use of RWD for RWE. There have been efforts to improve the current state by developing
standards to overcome the challenges confronted. The discussions on data standards for RWD/RWE extend across
healthcare and clinical research/regulatory domain, and the issues of data quality gain prominent attention. How
the data standards impact the data quality depends on what aspects of quality we are concerned about. We will
discuss on-going efforts to develop standards for making clinical data interoperable for clinical research and for
regulatory use, and challenges confronted including quality assurance of data.
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