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Expectations and Challenges for Utilizing Real World Data (RWD) in
Clinical Research.

Daisuke Koide *!
*1 Department of Biostatistics & Bioinformatics, Graduate School of Medicine, the University of Tokyo

As a pandemic of COVID-19 infection has become a major global problem, there are expectations for the
development of new treatments and vaccines. But clinical research is indispensable for the development of such
new treatments. In clinical research, especially in clinical trials, it takes a long time and a large amount of money,
so it is required to be efficient. However, clinical trials are different from real practices in the post-marketing
because the target group can be chosen as easily evaluated in clinical trials. Then, the expected efficacy may not
be shown in the post-marketing, and unexpected adverse events may cause serious damage and may be
recognized as drug disaster. Further, in recent years, information systems have been developed in the medical field
as well, and electronic health records have become widespread. Therefore, it is expected to obtain new knowledge
by analyzing the data accumulated therein, both in Japan and overseas. However, since the data was not originally
collected for research purposes, there are many missing data. Moreover, data that is not collected becomes
confounders, and biases easily happen. Thus, these problems make analysis and evaluation difficult. In addition,
since the data itself is not standardized in most cases, it is difficult to collect data across years and facilities. From

the viewpoint of academia, more concrete expectations and challenges will be discussed in the session.
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