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of Clinical Research with Real World Data
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ABSTRACT

Objectives This study aimed to propose measures to apply real world data (RWD) for con-
ducting clinical research and to investigate Next Generation Medical Infrastructure Law
(NGMIL) enforced 2018 in Japan, by focusing on research with database (DB research) and
appropriate framework of funding for universities or clinical research groups to construct medi-
cal DB or registry.

Methods We reviewed the current implementation status of DB research in Japan, identified
issues, and designed countermeasures for them from the viewpoint of industry-academia col-
laboration. We reviewed utilization of medical DB in medical institutions, vendors, and “anony-
mously processed medical information (MI) handling business operator” defined in NGMIL.
In addition, we illustrated configuration of grant for general research (GRG) under the rule of
pharmaceutical industry in Japan.

Results The following points were discussed; (1) status of DB research using MI owned by
medical institutions and RWD DB constructed after the enforcement of the NGMIL, (2) status
of implementation or examination regarding provision of MI to certified businesses at medical
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institutions, (3) notification method, confirmation and recording method to target subjects
(patients), (4) labor and costs at medical institutions and their acquisition, (5) status and method
of funding from pharmaceutical industries, etc., and (6) impact of relevant laws and guidelines.
There were few DB research conducted by utilizing large integrated DBs at domestic
research institutes. One of the causes was that the most of DB research were designed prospec-
tively, and it was thought that large integrated DBs were not suitable for such purposes.
Pharmaceutical industries also need to facilitate accumulation of sufficient RWD for anal-
ysis. GRG with appropriate funding framework would be a measure.
On the other hand, medical institutions that provide MI in accordance with the NGMIL are
with various burdens. Thus it is also necessary to support them.
Conclusions After the enforcement of the NGMIL, various efforts to promote clinical
research utilizing RWD have been made and continued. Lots of issues were found and still
remain unresolved. It is necessary for academia and industries to continue to collaborate to

address the issues for the future.

(Jpn Pharmacol Ther 2022 ; 50 suppl 2 : s172-8)
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