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Study on utilization of real world data such as disease registry and medical information database under the

pharmaceutical jurisprudence and its international regulatory harmonization

This study was designed to investigate the status of utilization of information in the form of real world data (RWD)
within the framework of pharmaceutical regulations as well as the status of discussions/arguments over standards
for collection of RWD in foreign countries, international conferences and other overseas settings and to summarize
open issues on the basis of the results of such investigation conducted by a study group consisting of researchers
involved in promotion of clinical innovation projects, MID-NET Project researchers, and experts in biostatistics,

data administration, etc.

As a survey of relevant organizations/projects, we continued discussion with overseas organization and the
regulatory authorities for the purpose of investigating the system, purpose/details of activities, utilized data
sources, outputs and so on. Open issues related to utilization of new data sources (e.g., RWD) in pharmaceutical
regulations and towards the goal of achieving international harmonization of regulations include assessment of
the quality of RWD utilization for regulations and identification of issues related to quality management. An
important viewpoint in these steps is the Fit for Purpose/Use Data Quality and Relevance, i.e., the judgment as to
whether a given set of data is suitable for implementation of the research and whether it complies with the
research objectives and is applicable to the analysis. We have summarized the elements determining the quality
and a set of requirements/conditions recommended for data utilization at each stage of regulatory activities. In the
discussion over RWD utilization, we have pointed out the issue that although preparation of guidelines or the like
about PRO, patient-generated data, mobile devices and so on has been conducted actively in foreign countries,
discussions and actions on such a topic have been insufficient in Japan. In the investigation towards introduction
of the revised ICH E6 and E8 guidelines to investigator-oriented clinical trials, Open issues upon domestic
introduction were roughly divided into two categories: (1) issues related to pharmaceutical regulations and ethics
in Japan (issues related to the Drug and Medical Device Act (J-GCP), ethical guidelines concerning medical studies
in human subjects, compliance with the Clinical Research Law and ethical review) and (2) issues related to
reliability of clinical data. We pointed out, to those concerned of industrial, government and academic sectors, the
necessity of attempts to overcome the wall of J-GCP and ethical guidelines and the wall of drugs and medical

devices.

Use of HL7 FHIR (Fast Health Interoperable Resources), planned to be adopted as a new HL7 version, has recently
been spreading rapidly in foreign countries. In Japan, the working group (WG) on adoption of HL7 FHIR in Japan
was organized in 2019 within the Japan Association for Medical Informatics (JAMI), and discussion over its

adoption started. Its spread is expected from now on.

Regarding the trends of CDISC Standard, we presented new methods for utilizing the data standards on the basis
of CDISC Standard and how to deal with new data sources (J. Natl. Inst. Public Health, 68 (3) :194-201, 2019).
The CDISC Blue Ribbon Commission’s initiative “CDISC RWD Connect” was started to promote RWD utilization,
and Our study group also cooperated with the investigation as a CDISC RWD Connect Expert Advisory Board

member and presented examples of RWD utilization.

We have extensively reviewed the trends and issues regarding RWD obtained from various data sources.
Through these investigations, we believe that the use of RWD under the pharmaceutical system can be more

actively promoted under international collaboration in Japan.
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