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~. . Positioning Al-Assisted Diagnosis
Z as a Pillar of National Strategy:
Multi-Stakeholder Discussion Points for a Sustainable Healthcare System

Background and Issues

» Artificial Intelligence (Al) is a core technology for addressing societal issues and its application in the field of healthcare will be vital.
With simultaneous population aging and birthrate decline, Japan faces pressing policy issues such as securing healthcare
professionals, maintaining healthcare provision systems, and optimizing healthcare spending. The use of Al to support diagnosis,
known as “Al-assisted diagnosis,” is one of the most effective options for striking a balance between healthcare system
sustainability and the quality of care.

« Other countries are making rapid progress in adopting and implementing Al-assisted diagnosis, and are now introducing
institutional incentives for the widespread adoption of Al-enabled medical devices. These incentives include provisional insurance
coverage, public funds to support adoption, and national projects. Expectations are high for Japan to follow suit and prioritize the
widespread adoption and utilization of Al-assisted diagnosis in future national strategies and to introduce the systemic measures
needed to assist its further adoption.

» Keeping up with other countries in the widespread adoption of Al-assisted diagnosis will require many actions including: developing
methods of evaluating cost-effectiveness, generating evidence to support the decision to adopt Al, positioning Al in the medical
service fee schedule, defining operational rules for use in clinical settings, and fostering understanding and trust among patients
and citizens. We anticipate collaboration among industry, government, academia, and civil society to discuss solutions and advance
concrete initiatives for these issues.

Positioning of This Discussion Paper

* In Japan, policy discussions on the systemic improvements and reforms needed for the widespread adoption of Al-assisted
diagnosis are advancing for the third term of the Basic Plan for Medical Devices, as well as at bodies like the Headquarters for
Japan’s Growth Strategy and the Regulatory Reform Council.

* In the midst of growing momentum for these policy discussions, HGPI hosted an expert meeting on April 17, 2026 and individual
interviews to identify discussion points for the widespread adoption of Al-assisted diagnosis. We hope these points will be shared
and discussed among industry, government, academia, and civil society.

Fundamental Concepts for Al-Assisted Diagnosis

» The roles of Al-assisted diagnosis will be to increase productivity for healthcare providers by streamlining routine duties while
providing support in specialties that are difficult for individuals and healthcare institutions to manage on their own. For example,
Al-assisted diagnosis may be able to help reduce diagnosis lag for rare and intractable diseases by detecting potential conditions at
the primary care stage and providing referrals to specialists.

» In both cases, Al-assisted diagnosis serves as a decision-support tool for healthcare providers, with its use premised on healthcare
providers making the final decisions regarding diagnosis and treatment.

Six Discussion Points for the Widespread Adoption of Al-Assisted Diag_]nosis

Discussion Point 1: Establishing Evidence

Expand public support for clinical research on Al-enabled medical devices and establish
evidence-building methodologies tailored to the Al era

» Establishing high-quality evidence will be vital for visualizing the clinical value of Al-enabled diagnostic support devices and
incorporating them into clinical practice guidelines.

» Substantial funding and time are required for clinical research in Al-enabled medical devices, making such research difficult to
conduct only through private sector-led efforts. These burdens are particularly large for start-ups. Current conditions hinder efforts
to build evidence through market mechanisms alone, so we must expand public funding for clinical research.

» Given the characteristics of Al-enabled medical devices, we must establish various methods of generating evidence to keep up with
Al’s rapid progress. In addition to prospective clinical trials, these methods may include retrospective analyses using electronic
health records and other existing data.

Discussion Point 2: Improve Review Frameworks and Systemic Operations for Al-Enabled Medical Devices

Reinforce review systems to keep pace with rapid progress in Al-enabled medical devices and
examine methods of improving operations for existing regulatory review and insurance
reimbursement systems

* While the PMDA is strengthening DASH for SaMD and the SaMD review system and is advancing efforts for the two-step approval
system, keeping pace with rapid progress in Al-enabled medical devices will require discussions on the further expansion of the
review system, hands-on support from the development stage, and frameworks for the timely assessment of version upgrades.

» The IDATEN system for altering applications during pharmaceutical review and the Challenge Filing system for disputing
reimbursements have been called “difficult to use.” To facilitate use for developers and other stakeholders, these systems should
receive operational improvements.

» The Challenge Filing system for reimbursements must be reviewed in light of the characteristics of Al-enabled diagnostic support
devices. In addition to reevaluations performed after initial listing, such a review must examine consistency with support aimed at
helping such devices achieve widespread use after initial launch.



Discussion Point 3: Post-Market Operations

Respond to continuous changes in the capacities of Al-enabled medical devices and review
operational guidelines for practices in clinical settings

+ In addition to regulatory approval and insurance listing, the widespread adoption of Al-assisted diagnosis will also be impacted by
how it is used in real-world healthcare settings.

» Al-enabled medical devices must undergo regular performance verification and updates, even after approval. To ensure that
companies can make effective use of frameworks like IDATEN or PCCP, consultation and support systems must be strengthened
from development to post-market capacity management.

*  We must identify what operations and forms of information provision will be most suitable for everyone serving in healthcare
settings, citizens, and patients. This will require examining compatibility among regulations and existing systems or operations that
involve the use of Al, such as double reading requirements for diagnostic images, or regulations on advertising under the Act on
Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices (Act on Pharmaceuticals and
Medical Devices).

Discussion Point 4: Fostering Understanding and Trust Among Citizens and Patients

Establish a neutral infrastructure for the dissemination of information to foster trust, the greatest
obstacle for the adoption of Al

+ Al-assisted diagnosis is a new technology for citizens and patients, so widespread understanding of mechanisms, limitations, or
accountability related to the use of Al are currently lacking.

* Hearing “You will be diagnosed by Al” may cause excessive expectations or anxiety, or lead to misunderstandings.
Easy-to-understand explanations on the basic arrangement that “Al provides support while doctors make decisions” must be
provided.

* As manufacturers and distributors are subject to advertising regulations under the Act on Pharmaceuticals and Medical Devices
when providing information, we must develop a neutral information infrastructure and conversation support tools through
collaboration among academic societies, healthcare institutions, patient groups, the government, think tanks, and other such
parties.

Discussion Point 5: Insurance Reimbursement Gaps and Economic Incentives

Review the points assigned in the medical service fee schedule and establish a multi-tiered support
framework that combines various economic incentives

« Even with regulatory approval, it can take time for Al-enabled diagnostic support devices to receive full insurance reimbursement.
For healthcare institutions, uncertainty surrounding reimbursement points in the medical service fee schedule greatly impacts
decisions regarding the introduction of such devices.

+  While the current medical service fee schedule covers some use of Al in diagnostic imaging, facilities must meet strict eligibility
requirements that are difficult to meet for clinics and smaller hospitals. The schedule also does not fully reflect necessary
expenditures for data processing or the ongoing cost of performance management.

+ In addition to reviewing evaluations in the medical service fee schedule and reimbursement system, advancing the adoption of
Al-assisted diagnosis will require designing a multi-tiered support framework, from approval to full reimbursement, that combines
systems such as provisional insurance coverage, Mixed Medical Services, and subsidies.

» Rather than requiring excessive evidence to grant regulatory approval or insurance reimbursement, we should establish a system
that encourages real-world use through early approval and provisional reimbursement, and that allows for subsequent reevaluation
using accumulated real-world clinical data and outcomes. This will be important for accelerating the widespread adoption of
Al-assisted diagnosis.

Discussion Point 6: Establishing a Data Utilization Infrastructure and Accelerating Development
in the Field of Rare Diseases

Consider introducing implementation support for primary care, reviewing the orphan medical device
designation system in light of the characteristics of Al and SaMDs, and establishing a data
utilization infrastructure to reduce diagnosis lag in the field of rare diseases

+ The field of rare and intractable diseases has few patients and specialists, making it prone to extended delays to diagnosis, or
“diagnosis lag.” Al-assisted diagnosis can help detect such diseases at the stage of primary care and support early intervention
from specialized medical facilities.

» The cost of adoption and issues rooted in the medical service fee schedule mean the use of Al-enabled diagnostic support devices
is centered on specialized medical facilities. We must examine systems providing subsidies or introduction support to encourage
their adoption in the field of primary care and to enhance the early detection of rare diseases.

* The accumulation and utilization of high-quality medical data will be indispensable for developing Al-enabled diagnostic support
devices in the field of rare and intractable diseases. To encourage development, we must build a data infrastructure through
collaboration with healthcare institutions and patient groups, consider revising the orphan medical devices system to suit the
characteristics of Al and SaMDs and examine a new framework for orphan SaMDs.

Conclusion

Al-assisted diagnosis can enhance healthcare quality, reduce burdens on healthcare professionals, and deliver
high-quality healthcare for all regions and medical specialties. In addition, Al-assisted diagnosis and the SaMD
sector can become pillars of Japan’s growth strategy and evolve into a thriving industry with the potential for global
expansion. We have high expectations for the discussion points presented in this paper to serve as materials for
policy discussions as well as for discussions at academic societies, clinical settings, the private sector, and patient
groups.

For the full discussion points paper, please visit our website at https://www.hgpi.org.
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