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Real World Evidence (RWE) has attracted much attention under the hope that it would supplement clinical
information obtained through traditional clinical trials and add evidence to inform daily clinical care. The US
FDA recommends in their RWE program to distinguish between the sources of RWD and the evidence derived
from that data, and suggests the variations on the reliability and relevance of the different types of RWD that are
available to generate RWE. The Japan Agency for Medical Research and Development started in 2018, an
initiative to support core hospitals for clinical research to initiate their attempt to create a platform to generate
RWD collected through electronic health records. Such an attempt is an innovative approach that could potentially
benefit not only the researchers affiliated with the involved hospitals, but could serve as a platform for generating
RWE answering different clinical questions that would benefit the Japanese population as a whole. In this
presentation, I will give an overview of the environment surrounding RWD and RWE generation globally and in
Japan, and discuss on the efforts of core hospitals for clinical research thus far in their collaborative effort in the

generation or RWE through electronic health records.
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1) Framework for FDA’s Real World Evidence Program
[https://www.fda.gov/media/120060/download (cited
2020-July-1)]
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