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Abstract

Real World Data (RWD) in medical care refers to data generated by daily medical care and personal health
management, not data collected according to research protocols. There is a typical example such as electronic
medical record, nursing record, medical receipt, DPC, medication notebook, and disease management notebook.
The expected results of its utilization are wide-ranging, such as improvement of QOL, preventive / preemptive
medical care, efficient medical care, drug discovery, side effect detection, and creation of medical knowledge, and
it seems that expectations are ahead. Therefore, methodologies are being organized and ethical, legal, and social
issues are being addressed in order to utilize RWD all over the world, but it is still on the way. While discussions
are being held on the creation of Real World Evidence (RWE) from RWD, there is the rapid progress of medical
devices, the spread of digitization and the expansion of data scale, and the penetration of smart devices into daily
life. It is not a problem progressing rapidly for other countries. Is it possible to create RWE from RWD in Japan,
and return it to medical practice and patients, and eventually to society at large? Is the debate still premature, and
where are the challenges to make it possible? We would like to deepen the discussion of the issues.
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