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Wednesday, December 15, 2021

The Current State of Health Data for Research Purposes in Japan:
Toward the Creation of a World-class Health Database in the Future
Expert Roundtable Report

Around the world, health data are being used more and more to advance progress in many fields of research important to the
delivery of healthcare, including clinical epidemiology, health economics, and health policy. On December 15, 2021, Health and
Global Policy Institute (HGPI) held an expert roundtable to discuss Japan’s health data and policies to further promote its use
for research in the future.

Opening remarks were delivered via video message from Minister for Digital Karen Makishima. These remarks were followed
by a presentation from Professor Shinichi Noto (Professor, Faculty of Rehabilitation, Niigata University of Health and Welfare;
Director, Center for Health Economics & QOL Research, Department of Occupational Therapy, Niigata University of Health and
Welfare; President, Japan Regional Chapter, International Society for Pharmacoeconomics and Outcomes Research (ISPOR)) on
health outcomes data in Japan and future prospects for assessing healthcare quality using data. After that, Professor Eiko
Shimizu (Project Associate Professor, ITHC, Graduate School of Pharmaceutical Sciences, The University of Tokyo) discussed the
current state of Real World Data (RWD) in Japan and current issues from a user’s perspective. Lastly, Dr. Tomoya Myojin
(Assistant Section Chief, Insurance Data Planning Office, Healthcare Coordination Policy Division, Health Insurance Bureau,
Ministry of Health, Labour and Welfare (MHLW)) discussed current circumstances surrounding public health data and the
prospective for policy change in the future, particularly related to the National Database of Health Insurance Claims and
Specific Health Checkups of Japan (NDB). The presentations were followed by an active roundtable discussion featuring a panel
of health data and health research experts.

1. While a vast amount of health data has been collected in Japan, it is hard to say that an environment has
been created that allows for sufficient utilization, given the number and complexity of procedures
required to gain access to data, among other issues.

2. There have been a number of Government initiatives to establish public health databases like the NDB.
However, striking a balance between protecting private information and simplifying requirements for
third-party use remains a challenge.

3. In managing data systems, it is important to advance trust and relationships of trust in with the frontline
healthcare workers who are being asked to collect and input data. There is a need to consider initiatives
to offer rewards commiserate with the burden placed on healthcare workers in managing data systems as
the use of data for research expands.

4. It is important that the public, as the owner of health data, is made aware of its use and the benefits it
can provide, with sufficient transparency. Greater efforts are needed to enhance understanding and
awareness about health data.

More information regarding the background of this meeting and these key points is provided at the end of this report following
the Japanese.

Please note that this summary report was created by the meeting organizer based on the discussion and should not be taken to
represent the views of any individual roundtable participant. Individual participation in this meeting should not be considered a
cosponsorship or endorsement of the meeting, or the views expressed at the meeting or in this report.
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Health data for research in Japan

The situation for health data in Japan is complex. For the purpose of the discussion in this report, health data can be largely
grouped into two general categories: research data (including clinical data, genomic data, imaging data, and biometric data)
and Real World Data (RWD). In Japan, each category is regulated under different legal frameworks. This meeting primarily
discussed current issues and future prospects for the usage of RWD, mainly for research.

What is Real World Data (RWD)?

RWD refers to all types of health data collected in real-world settings. It includes electronic medical records and claims data
(excluding some genomic information and clinical trial data), open data (Government statistics), and other health-related
records.

In Japan’s health insurance system, information regarding treatments covered by insurance is included in medical claims data
for every member of the public, and it is possible to track treatment histories even when they span multiple healthcare
institutions. Most RWD in Japan is medical claims data, Diagnosis Procedure Combination (DPC) information, or electronic
medical records. There are times when outcomes are unclear even when records include treatment details.

There is need to maintain well-functioning RWD databases

In recent years, an increasing amount of global research is using RWD. Outside of Japan, the linkage of numerous databases has
made it possible to generate evidence that reflects the diverse conditions of real-world clinical settings. Such research helps to
drive advances in research fields such as clinical epidemiology, health economics, and health policy, so it is crucial that Japan as
well maintain well-functioning databases that can support RWD-related research.

The current state of RWD in Japan and new initiatives to encourage the use and application of data

In Japan, there are various initiatives led by academia or the Government to collect data in public databases like the NDB,
Medical Information Database NETwork (MID-NET), the National Clinical Database (NCD), and the Millennial Medical Record
Project database. There is also health information data held by the private sector, including medical claims data from pharmacy
panels, health insurance association data, healthcare facility data, and pharmaceutical sales data. Among Japan’s databases,
NDB is the largest and most comprehensive, containing over 1.3 billion claims.

More needs to be done to facilitate NDB data usage

The Government has been collecting deidentified claims data within NDB since 2009 based on the Act on Assurance of Medical
Care for Elderly People. Although the data was originally intended to be used to optimize medical costs, since 2009, the
Government has been providing data to third parties wishing to conduct research benefiting the public since 2009 in
accordance with the ‘Guidelines on the Provision of De-identified Health Data.” However, considerable conditions must be met
for third-party use of the NDB, and the process from submitting an application to obtaining data takes lots of time. On top of
that, there are strict security standards for environments in which NDB data can be analyzed, and research results must be
approved by the MHLW. Procedures related to NDB data use place serious limitations on researchers related to time and the
need to establish data security. Although data security is important, more could be done to better facilitate data usage.

The potential to improve healthcare quality

There are many frameworks by which to evaluate healthcare quality. Among them, one might consider the three axes of
structure, process, and outcomes. Healthcare data is useful for the analysis of all three axes. From a patient perspective,
outcomes are of particular importance. Outcomes include mortality rates, treatment rates, severity of illnesses, and laboratory
values. Outcomes also include quality of life (QOL) and degree of satisfaction. Many of these outcomes, including QOL, are
currently difficult to assess using Japanese health databases. There are few research papers currently reporting QOL values for
Japanese patients. It is also currently difficult to evaluate healthcare outcomes separate by disease group.
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After the series of presentations, a discussion was held on measures to address the issues described above in order to promote
high-quality research in Japan. Key points of the discussion are summarized below.

1. While a vast amount of health data has been collected in Japan, it is hard to say that an environment has been created
that allows for sufficient utilization, given the number and complexity of procedures required to gain access to data,
among other issues.

For example, for the NDB, users must submit an application to the MHLW to access data and, due to the complex process, it can
take over a year to complete the application and receive a response. Even when applications do go through, there are cases in
which the data received is not in a suitable format for analysis or in which limitations are placed on publishing analysis results in
academic journals or other publications. Also, to protect personal privacy, there are strict regulations placed on the
environments in which data analysis can be conducted. For example, computers used to analyze data cannot be connected to
the internet and must be in designated and closed rooms where there is no possibility of anyone seeing the information being
analyzed. Instead of using data in public databases with strict conditions like the NDB, private data can be a viable alternative,
but there are cases in which usage fees for private data are high or in which there is no guarantee of sufficient access when
needed. Based on these circumstances and issues, there are currently efforts aiming to make it possible to use NDB data over
the cloud and promote the effective use of data, but further improvements that also take into account the needs of future users
are needed.

2. There have been a number of Government initiatives to establish public health databases like the NDB. However,
striking a balance between protecting private information and simplifying requirements for third-party use remains a
challenge.

The protection of personal information has been debated at many government meetings, including at the Headquarters for
Healthcare Policy, and has been taken up in regulations such as the Next-Generation Medical Infrastructure Act (the Act on
Anonymized Medical Data That Are Meant to Contribute to Research and Development in the Medical Field); and the Personal
Information Protection Act. A number of initiatives exploring how to strike a balance between the needs of data systems and
the obligation to uphold the rights of the public as data owners have also been debated at the regional level, such as within
Kyoto's “Super City” plan. Fundamental structural reforms are needed to promote data usage. These reforms must be in line
with public interests.
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3. In managing data systems, it is important to advance trust and relationships of trust in with the
frontline healthcare workers who are being asked to collect and input data. There is a need to consider
initiatives to offer rewards commiserate with the burden placed on healthcare workers in managing
data systems as the use of data for research expands.

In recent years, there have been reports in the media noting that many healthcare workers feel that data entry for the Online
Cancer Registry System or the Health Center Real-time information-sharing System on COVID-19 (HER-SYS) is very complex and
time consuming, requiring tremendous resources. It has also been pointed out that the process for obtaining consent from
patients to utilize data is creating burdens for both healthcare professionals and patients. Without paying consideration to such
issues faced by those in real-world healthcare settings, it will be difficult to improve the quality of data collected or to fully
utilize it. The roundtable did discuss some solutions to this issue, including placing a set limit on the number of medical facilities
asked to participate in national data collection efforts, or encouraging data use by merging existing databases rather than
creating new ones.

4. Itis important that the public, as the owner of health data, is made aware of its use and the benefits it
can provide, with sufficient transparency. Greater efforts are needed to enhance understanding and
awareness about health data.

Under Japanese law, patients have the right to say what is done with their data, so without general public consensus about data
use, the research community may become further unable to acquire valuable data. However, from the perspectives of patients,
data-related topics like collection purposes or usage methods can seem complex. In addition to activities to build awareness
and understanding in this field, it will be important to examine methods of increasing transparency and obtaining public
cooperation in data systems, such as by making data usage even more visible or by providing personalized services using
collected data.
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About Health and Global Policy Institute (HGPI)

Health and Global Policy Institute (HGPI) is a Tokyo based, independent, non-profit, and non-partisan health policy think tank
established in 2004. Since its establishment, HGPI has been working to realize citizen-centric health policies by gathering
together diverse stakeholders and developing policy recommendations. HGPI is committed to serving as a truly independent
organization that can provide society with new ideas from a broad, long-term perspective in order to foster fair and healthy
communities. HGPI looks forward to continuing to partner with people from all around the world as we continue our work for
the development of effective health policy solutions for Japanese and global issues.
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