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Background: In 2018, the Next-Generation Medical Infrastructure Law was enforced to contribute to research
and development in the medical field. Purpose: The advantage of this law is that each medical institution can
provide medical data to an accredited company without anonymizing the personal identifiable information. After
providing medical data, each medical institution loses management responsibility. By integrating and analyzing data
from various medical institutions, it is possible to make wide-ranging and diversified comparisons. However, as
a disadvantage, the medical institution must carry out the opt-out by notification for its own patients, which is
assumed to be a burden on the medical institution. Methods: In AMED research project, WGS5 are conducting the
following research to perform integrated analysis of ePath and clinical data. We store ePath and clinical data from
participated medical institutions into the FAST-HDJ database constructed by assuming the Next Generation Medical
Infrastructure Law, and anonymize those data according to the research purpose. We examined how to operate "opt-
out by notification" at each medical institution. Results & Conclusion: We have verified that ePath data can be
stored in the FAST-HDJ database and that those data can be anonymized adequately. It was also found that the
FAST-HDJ database can process a large amount of data at high speed and can cope with a high increase of collected
data. The opt-out by notification needs to be devised by each medical institution, and we need to continue to
investigate. However, the government that created the law should carry out public promotion activities

enlightenment to the Japanese.

Keywords: Next Generation Medical Infrastructure Law, ePath Opt-out by notification, Anonymously

Processed medical information.
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