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Executive Summary

Artificial intelligence (AI) is one of the greatest innovations since the beginning of the 20th century and will be a central 
technology in addressing social issues. Healthcare in particular is among the most important areas for the application of 
AI. In Japan, one of the fi rst countries impacted by birthrate decline and population aging, a number of urgent policy issues 
are related to healthcare and include securing healthcare professionals, maintaining the healthcare provision system, and 
optimizing healthcare spending. As AI-assisted diagnosis presents one of the few effective options for ensuring healthcare 
system sustainability while elevating the quality of healthcare services provided to citizens, healthcare should be positioned 
as a priority fi eld for the implementation of AI in Japan’s national AI strategy.

In general, there are two directions for the role of AI-assisted diagnosis. The first direction is to increase productivity by 
accelerating routine duties for healthcare providers. Productivity gains attained through the adoption of AI-assisted diagnosis 
will decrease physician workloads, make time for patient interaction, and reduce administrative tasks. The second direction is 
to utilize AI-assisted diagnosis to augment the abilities of healthcare providers or medical facilities by opening up areas that 
are outside their expertise or are diffi cult for them to access on their own. For example, AI may reduce diagnostic lag in the 
area of rare and intractable diseases if it is used to detect when rare diseases may be present at the primary care stage and 
to help provide referrals to appropriate specialists. Both directions share a basic structure in which AI-assisted diagnosis is 
used as a tool to support decision-making for healthcare providers, who would make fi nal decisions regarding diagnosis and 
treatment.

To achieve simultaneous progress in both of these directions, it will be vital to improve existing systems in line with their 
current designs in the short term while implementing non-linear institutional reforms as game-changers over the long term. 
Based on the characteristics of AI-assisted diagnosis as a tool for assistive diagnosis, rather than demanding excessive 
evidence from the initial stages, the key to achieving widespread adoption at a rate comparable to other countries will be an 
approach in which support for regulatory approval is provided while efforts to disseminate this tool are advanced. The fi rst 
step in such an approach would involve combining initial approval and provisional reimbursements that would enable the use 
of AI-assisted diagnosis in real-world care settings. Then, AI-assisted diagnosis would be reevaluated through post-marketing 
assessment using the accumulated evidence and outcomes. In the short term, in R&D, it will be necessary to improve 
operations of the two-step approval system using the Digital Transformation Action Strategies in Healthcare for Software as 
a Medical Device (DASH for SaMD) and the Improvement Design within Approval for Timely Evaluation and Notice (IDATEN) 
systems. On the marketing side, we must review the Challenge Filing system, revise premiums in the medical service fee 
schedule, and accelerate efforts to include AI in medical practice guidelines. In the long term, in R&D, it will be necessary to 
establish a strategic AI fund and to develop approval schemes that utilize existing databases and avoid relying on prospective 
trials. In addition to introducing a voucher system and using the Mixed Medical Services Program, the marketing side will 
require fundamental, game-changing reforms that include the adoption of provisional coverage systems like those used 
overseas. Examples of such systems include South Korea’s New Health Technology Assessment, which provides provisional 
insurance coverage for up to three years, as well as the U.S.’s New Technology Add-on Payment (NTAP), which offers a two- 
to three-year premium on top of global payments.

To address these issues, concurrent policy discussions are being held in a number of forums, including for the compilation of 
the interim summary of the third term of the Basic Plan for Medical Devices presented in March 2026, at the Headquarters for 
Japan’s Growth Strategy established in November 2025, and at the Regulatory Reform Council. Based on the “AI Diagnostic 
Support Project Expert Meeting,” a discussion HGPI hosted on April 17, 2026 under the Chatham House Rule, as well as 
on individual interviews with Advisory Board members, this paper aims to accelerate the widespread adoption of AI-assisted 
diagnosis in society.
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1. Circumstances surrounding dissemination and policy 
developments in AI-assisted diagnosis

1-1. The state of adoption of AI-assisted diagnosis in various countries
Due to differences among healthcare systems in each country, circumstances surrounding the dissemination of AI-assisted 
diagnosis are diverse. The following summarizes circumstances in the U.S., the U.K., and South Korea according to a survey 
conducted by HGPI in March 2026.

In the U.S., according to “Augmented Intelligence Research,” a survey conducted by the American Medical Association 
(AMA) in November 2024 and presented in February 2025, 66% of physicians reported using healthcare AI. This was a 
78% increase from 2023, when 38% of physicians reported using AI. While only 12% of respondents reported using AI for 
assistive diagnosis, the most recent AMA survey published in 2026 found that the use of AI for this purpose had increased to 
17%. The 2026 survey also found that 80% of physicians were using healthcare AI, so the use of AI is continuing to expand 
rapidly. 

In the U.K., the Darwinist research agency submitted Freedom of Information (FOI) requests to 149 NHS trusts in late 2024. 
It found that 50% of the 122 responding trusts had adopted clinical AI. For stroke in particular, the survey found that all 107 
stroke units across NHS England have implemented AI. However, an analysis from Darwinist found that many instances of 
AI adoption are small scale pilot projects, and Darwinist estimates that AI was utilized for only 1% of NHS England’s medical 
images in 2024.

According to HGPI’s comparative survey of the U.S., the U.K., and South Korea, 19.3% of all medical facilities in South 
Korea have adopted Software as a Medical Device (SaMD) products for assistive diagnosis. A survey conducted by the 
Korea Economic Daily found that the adoption rate was 25.4% among advanced general hospitals. In 2024, South Korea’s 
Ministry of Food and Drug Safety (MFDS) revised its “AI Medical Device Approval Guidelines” to be more consistent with 
global standards.

Meanwhile, in Japan, a survey by Nikkei Research Inc. found that the domestic adoption rate of AI in diagnostic imaging is 
only around 13%. A 2023 survey from that same fi rm found that approx. 80% of healthcare institutions had yet to adopt AI. 
Their main reasons for the delay included “insuffi cient understanding regarding its cost-effectiveness” and “the diffi culty of 
making decisions regarding its adoption.” AI adoption is particularly limited in primary care facilities.

Due to differences in healthcare systems, the scope of AI-enabled devices covered, and survey timing, simply comparing 
these four countries using fi gures is diffi cult. However, we see a common trend of other countries beginning to allocate policy 
resources to the adoption of AI-assisted diagnosis.

1-2. Institutional incentives in each country 
An examination of institutional incentives in each country reveals fi ve broad trends. It must be noted that some of the systems 
introduced below are not necessarily specifi c to AI-assisted diagnosis, and there are differences in the scope of each system. 
Such systems are included to serve as broader reference examples when designing systems for the widespread adoption of 
medical technologies, including AI-enabled diagnostic support devices.

(1) Mechanisms for lowering barriers for initial introduction
In June 2023, the U.K. allocated a budget of 21 million pounds (approx. 4 billion yen) to the AI Diagnostic Fund to support 
the adoption of AI-assisted diagnosis for cancer, stroke, and heart disease. In addition to covering equipment installation, 
the AI Diagnostic Fund also aims to provide comprehensive coverage spanning IT integration, data security, and the 
training of AI professionals.

South Korea has introduced an AI voucher program to partially subsidize usage fees for businesses that adopt AI 
technology. A new track was established for the healthcare sector in 2022. South Korea’s program differs from the U.K.’s AI 
Diagnostic Fund in that it is not limited to healthcare institutions and covers a wide variety of companies that wish to adopt 
AI technology.
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(2) Payment schemes for the evidence-building phase
When AI-enabled diagnostic support devices are brought to market, gaps often emerge between the acquisition of 
regulatory approval and full insurance coverage. This is a period when devices have been approved but have not yet 
accumulated suffi cient evidence of clinical value, and thus have not yet been assigned a value in the medical service fee 
schedule.

To help bridge this gap in the U.S., the Centers for Medicare & Medicaid Services (CMS) introduced the New Technology 
Add-on Payment (NTAP) system in 2001. This system helps offset the initial costs of introducing new technologies by 
enabling hospitals to receive additional payments above the standard Diagnosis-Related Group (DRG) rate for up to three 
years. The fi rst NTAP designation related to AI was granted to Viz.ai for its AI-powered stroke triage module, Viz LVO, in 
September 2020.

South Korea’s New Health Technology Assessment system provides medical devices (including AI and useful digital 
medical devices) designated as new medical technologies with up to three years of provisional health insurance coverage. 
This period is used to accumulate clinical data to determine if full insurance coverage will be granted. The review period 
was shortened from a maximum of 390 days to 80 days with the introduction of the Integrated Review and Assessment 
System (IRAS) in October 2022.

(3) Outcomes-based payment models
In addition to process-based incentives, some countries are also piloting pay-for-performance systems.
In the U.S., CMS announced a voluntary program in December 2025 called the Advancing Chronic Care with Effective, 
Scalable Solutions (ACCESS) Model that will run for ten years beginning July 5, 2026. The ACCESS model will test 
outcome-aligned payments for the management of chronic diseases (including high blood pressure, diabetes, chronic 
musculoskeletal pain, and depression). As of April 2026, more than 150 organizations have been accepted to participate in 
the ACCESS model. However, the ACCESS model targets technology-assisted chronic disease management in general, 
and is not specifi cally designed for AI-assisted diagnosis.

In the U.K., an outcomes-based payment model called the Quality and Outcomes Framework (QOF) has been included 
among indicators that are part of NHS General Practitioner (GP) contract negotiations since 2004. This system is used to 
reimburse GP practices according to performance for indicators such as chronic disease management, public health, and 
vaccination. According to NHS Digital, the FY2024-25 QOF awarded practices up to 635 points against 76 indicators, and 
a total of 97.6% of GP practices in NHS England participated.

(4) The use of funding mandates to compel adoption
NHS England launched a measure called the MedTech Funding Mandate (MTFM) in April 2021. The MTFM requires local 
NHS organizations to adopt and fund medical devices, diagnostic agents, and digital products that are recommended 
by the National Institute for Health and Care Excellence (NICE) and have been determined to be cost saving within 
three years. The cap for budget impact to the NHS is set at no more than 20 million pounds. It must be noted that the 
MTFM applies to medical technology in general and was not designed specifi cally for AI-assisted diagnosis. The MTFM 
is mentioned here to serve as a point of reference for designing systems for the widespread adoption of AI-enabled 
diagnostic support devices.

Also in the U.K., NICE is advancing efforts for early assessment and conditional recommendation of digital health and 
diagnostic technologies under the Early Value Assessment (EVA) program launched in 2022. A paper published in Value 
in Health in 2024 reported that, to date, a total of 90 technologies had been assessed from 14 EVAs, 42 of which received 
conditional recommendations.

(5) Voluntary efforts undertaken as a matter of national policy
In South Korea, The Ministry of Science and ICT (MSIT) and the National IT Industry Promotion Agency (NIPA) are leading 
a national project for the development and dissemination of healthcare AI called the Dr. Answer project. Under Dr. Answer 1.0 
(2018-2020/21), 21 AI software applications were developed for eight diseases: breast cancer, colorectal cancer, prostate 
cancer, cerebrovascular disease, heart disease, epilepsy, dementia, and pediatric intractable genetic diseases. Under Dr. 
Answer 2.0 (2021-present), 24 AI software applications have been developed for 12 diseases, including stomach cancer, 
liver cancer, lung cancer, diabetes, and hypertension. Thirty healthcare institutions and 19 IT companies have formed a 
consortium that is now working to advance development and clinical adoption in an integrated manner.
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2. Discussion points for the widespread adoption of AI-
assisted diagnosis

In this chapter, issues concerning the widespread adoption of AI-assisted diagnosis that should be discussed among industry, 
government, academia, and civil society are arranged into six areas. These items were synthesized from discussion points 
that emerged during the April 17, 2026 discussion titled “AI Diagnostic Support Project Expert Meeting” as well as during 
individual interviews with Advisory Board members.

 2-1. Establishing evidence
Consider expanding public support for clinical research on AI-enabled medical devices 
and establishing evidence-building methodologies tailored to the AI era
Visualizing the clinical value of AI-enabled diagnostic support devices and promoting their incorporation into clinical practice 
guidelines are two sides of the same coin, as both are related to generating evidence. Japan already has a framework for 
examining the incorporation of items into clinical practice guidelines if papers on those items have been published. This 
means the bottleneck lies with clinical research itself, which is needed for such papers to be authored.

Here, the item that requires discussion is the scope of public research funding for clinical research on AI-enabled medical 
devices. Despite the presence of measures such as the Ministry of Economy, Trade and Industry (METI) “Digital Healthcare 
Development and Introduction Acceleration Project” (which was allocated 920 million yen in a supplementary FY2024 budget 
and administered by AMED, with another call for proposals in FY2025), the expanding scope of diseases covered by AI-
assisted diagnosis and requirements for quality and quantity of evidence mean there is room for debate as to whether the 
current amount of public funding is suffi cient. The aforementioned program emphasizes empirical studies on the impact of AI 
in clinical settings to demonstrate AI’s effectiveness in improving operational effi ciency, supporting expertise (e.g., diagnostic 
AI), and reducing psychological stress (e.g., surgical assistance programs). Such initiatives must be expanded.

From a corporate management perspective, investments in prospective clinical trials are not guaranteed to translate directly 
into sales in the immediate future, so companies tend to allocate R&D resources to other areas. Meanwhile, financial 
constraints prevent startups from conducting such research independently. These conditions make it diffi cult to build evidence 
through market mechanisms alone. As it is diffi cult to generate suffi cient evidence through prospective clinical trials relying 
only on the principles that drive for-profi t companies, the ideal structure of public support will be a key discussion point.

Meanwhile, it has been pointed out that based on the characteristics of AI-enabled medical devices, prospective clinical trials 
are not the only means of generating evidence. For example, retrospective analyses (such as through the longitudinal use 
of electronic health records) may make it possible to use existing data to verify, in a relatively short period of time and at a 
low cost, whether a physician or an AI provided an accurate diagnosis based on the symptoms and test data available at that 
time. From the perspective of keeping pace with the rapid progress of AI, discussions must be held on establishing methods 
of generating evidence that are tailored to the AI era while providing public support for prospective clinical trials.

Another point to discuss will be the establishment of assessment methods that take into account the characteristics of AI-
enabled medical devices (e.g. how their performance changes post-market, limitations on the scope of their application, or 
the division of roles between people and AI) in the guideline creation process. Before advancing discussions on establishing 
assessment methods, it will be important to form collaborative ties among the academic societies responsible for drafting 
guidelines, the government agencies responsible for providing research funding, and the healthcare institutions, universities, 
and startups that conduct research.

 2-2. The Pharmaceuticals and Medical Devices Agency (PMDA) review 
system, the Challenge Filing system, and other systems for 
pharmaceutical review

Consider the reinforcement of review systems to keep pace with rapid progress in AI-
enabled medical devices and examine methods of improving operations for existing 
systems that have been called “diffi cult to use”
Since the presentation of DASH for SaMD in November 2020, the Pharmaceuticals and Medical Devices Agency (PMDA) 
has been gradually improving the review system for SaMDs. The PMDA established its SaMD Review Offi ce in April 2021. 
That Office was reorganized into the SaMD Review Department on July 1, 2024 in accordance with DASH for SaMD 2 
(presented September 2023), with two teams assigned to each area. Efforts to design and operate a two-step approval 
system are also underway.
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Comparing these circumstances with other countries, in the U.S., the FDA’s 510(k) premarket notifi cation process includes 
performance goals of within 90 days for Traditional 510(k), within 30 days for Special 510(k), and within 90 days for 
Abbreviated 510(k) (according to the FDA “510(k) Submission Programs” and “Medical Device User Fee Amendments / 
MDUFA” websites). Specifi c target deadlines apply to fi lings made through the 510(k) submission system. After a submission, 
results of Acceptance Reviews are provided within 15 days, substantive interactions should occur within 60 days, and fi nal 
decisions are made within 90 days.

To keep pace with rapid progress in AI-enabled medical devices, key items for continued discussion include further 
expansion of the review system, hands-on support from the development stage, and frameworks for the timely assessment 
of version upgrades. The interim summary of the third term of the Basic Plan for Medical Devices also mentioned measures 
for strengthening the PMDA’s staff organization, and concrete steps to implement such measures will be an item to discuss 
in the future.

While the expanded application of existing systems such as the IDATEN system (discussed in section 2-3 below) and the 
Challenge Filing system has also been mentioned among future measures, some have criticized these systems as being 
diffi cult to use. Other items for discussion include whether these systems are truly easy to use for developers, given the 
characteristics of AI and SaMDs, and steps for improving their operations. Currently, the common practice for Challenge 
System fi lings for reimbursements in the medical service fee schedule is to fi rst obtain insurance coverage and later seek 
a higher reevaluation based on real-world performance. As this mechanism relies on achieving widespread use before 
reevaluation, discussions must be held on its compatibility with AI-enabled diagnostic support devices and other devices 
where cost-effectiveness is only evident after the market reaches a certain size.

 2-3. Post-market operations
Consider reviewing operational guidelines for practices in clinical settings (for double 
reading, advertising regulations, etc.) to keep pace with ongoing changes in the 
capacities of AI-enabled medical devices
In addition to the regulatory approval and listing processes, the widespread adoption of AI-assisted diagnosis will also be 
greatly impacted by systems and operational rules in place when it is used in real-world clinical settings.

First is the framework for evaluating the continuous changes in the capacities of AI-assisted diagnosis that will emerge after 
marketing. Japan’s IDATEN system, which was introduced in September 2020, can handle continuous improvements to AI-
enabled medical devices as long as changes are within the scope of pre-approved alteration plans and if applicants submit 
the proper notifi cation for minor alterations. In the U.S., a similar mechanism is available through Predetermined Change 
Control Plans (PCCPs), for which fi nal guidance was presented in December 2024. Utilizing such systems and accumulating 
experience with how they operate will be important for keeping pace with the ever-changing capacities of AI-enabled medical 
devices. Strengthening consultation and support systems for developers will also be effective in advancing the adoption of 
post-market capacity management tools like IDATEN and PCCPs.

Second is the use of AI in diagnostic imaging. Population-based cancer screening guidelines require diagnostic images 
to undergo double reading from physicians (Ministry of Health, Labour and Welfare, “Guidelines for Health Education 
and Cancer Screenings with a Focus on Cancer Prevention”). This leaves room for consideration of the methods used 
to perform this task when AI-assisted double reading is included in the process. It must be noted that double reading is 
a recommendation from a guideline on population-based cancer screening, not a legal requirement, so its use varies 
depending on the type of screening or the part of the body being observed.

Third, because advertising regulations under the Act on Securing Quality, Efficacy and Safety of Products Including 
Pharmaceuticals and Medical Devices also apply to AI-enabled diagnostic support devices, manufacturers and distributors 
face diffi culties in communicating product benefi ts and advantages to the general public. This is linked to “Understanding and 
trust from citizens and patients,” described in section 2-4 below, and suggests that there are systemic limitations to channels 
that industry can use to convey value to the public. If we take into account the public’s right to know about such products, the 
ideal structure of advertising regulations may also require discussion. 

 2-4. Fostering understanding and trust among citizens and patients
To foster trust, which is the greatest obstacle for the adoption of AI, multi-stakeholders 
should be brought together to consider the establishment of a neutral infrastructure 
for the dissemination of information
Since AI-assisted diagnosis is a new technology, it is difficult to say whether citizens and patients fully understand its 
mechanisms and limitations, or the handling of responsibility when it is used. Some are concerned that the phrase, “You will 
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be diagnosed by AI” may take on a life of its own, leading to excessive expectations or even excessive anxiety. Furthermore, 
as mentioned in section 2-3, advertising regulations under the Act on Securing Quality, Efficacy and Safety of Products 
Including Pharmaceuticals and Medical Devices make it diffi cult for manufacturers and distributors of AI-enabled medical 
devices to disseminate information to patients using mass media. As a result, opportunities for the general public to learn 
information about AI-assisted diagnosis from reliable sources are limited.

An example from the U.K. suggests that the greatest hindrance to the adoption of AI is not technology, but trust (House of 
Lords Library, 2025). While patients generally support the use of AI to assist medical care, they tend to be hesitant about 
AI replacing the judgement of physicians. Steps must be taken to devise methods of providing information in a manner that 
enables patients to properly understand the basic arrangement in which AI assists while physicians make decisions.

To address such issues, the fi rst step will be to clarify who is responsible for disseminating neutral information. Discussions 
must be held on building an information infrastructure for the general public and patients through collaboration that goes 
beyond manufacturers and distributors and spans multiple stakeholders including relevant academic societies, healthcare 
institutions, patient groups, government agencies, and think tanks. Developing tools and establishing guidance for supporting 
conversations between healthcare professionals and patients will also be important. While taking the compatibility of 
advertising regulations with the public’s right to know into account, it may also be necessary to reexamine the nature of 
advertising regulations itself.

 2-5. Insurance reimbursement gaps and economic incentives
In addition to reviewing points assigned in the medical service fee schedule, a multi-
tiered support framework that combines various economic incentives such as 
provisional insurance coverage, Mixed Medical Services, subsidies, and vouchers 
should be examined
The position of AI-enabled diagnostic support devices in the medical service fee schedule will have a major impact on their 
widespread adoption. Whether or not an AI-enabled diagnostic support device is assigned reimbursement points in the 
medical service fee schedule is a deciding factor for adoption in many healthcare settings, and this tendency is particularly 
strong at the clinic level. However, AI-enabled diagnostic support devices are prone to gaps between when they receive 
regulatory approval and are granted full insurance reimbursement. Because of the way this system is configured, these 
devices may be approved but cannot be evaluated for the medical service fee schedule because there is not yet enough 
evidence.

The Diagnostic Imaging Management Premium provides one example of this phenomenon. This premium was first 
introduced in 1996 with the intent to secure and improve quality of the system for diagnostic imaging performed by diagnostic 
radiologists. It was assigned 36 points when it was introduced and has been expanded in subsequent schedule revisions. 
Diagnostic Imaging Management Premium 3 was introduced in 2018 and was assigned 300 points. This was increased 
to 340 points in the 2022 revision, when “safety and quality control for AI-based imaging” was included among criteria for 
facilities. In the 2024 revision, the 340-point premium became Diagnostic Imaging Management Premium 4, while a new 
Diagnostic Imaging Management Premium 3 was established and assigned 235 points. Currently, the Diagnostic Imaging 
Management Premium is split into levels 1 through 4, which are assigned 70, 175, 235, and 340 points, respectively. 
However, given the strict standards that facilities must meet to be eligible for these premiums (for example, they must have 
an emergency center or advanced emergency center, or meet staffing requirements for full-time physicians exclusively 
responsible for diagnostic imaging), in practical terms, it is diffi cult for local clinics and small hospitals to qualify for them. 
This structural issue in the evaluation of AI-enabled diagnostic support devices means those devices can only reach a limited 
number of medical facilities. An issue has also been pointed out that in the evaluation of single AI-enabled diagnostic support 
devices, the current reimbursement system does not refl ect the structure of costs that increase with data volume, such as for 
CPUs and other components.

A number of directions must be discussed to address these issues. First, regarding points assigned in the medical service 
fee schedule, a premium arrangement that refl ects the cost structure of AI-enabled diagnostic support devices should be 
examined. This arrangement should take into account factors such as data volume, computing resources, and the ongoing 
cost of performance management. Second, one mechanism for combining insured and non-insured care would be to explicitly 
incorporate AI-enabled medical devices into the frameworks for patient-selected extra medical services, medical services 
that are currently undergoing evaluation, and “partial mixed medical services” (tentative name), the establishment of which 
is currently being discussed. As the framework of Japan’s insurance system prohibits the partial coverage of treatments, 
the Mixed Medical Services Program in particular offers an institutional option for advancing the widespread adoption of AI-
enabled diagnostic support devices. Third, in addition to providing reimbursements through the medical service fee schedule, 
it will also be important to combine various economic incentives such as subsidies, vouchers, and capital investment support. 
Rather than only focusing on reimbursements to serve as an economic incentive, discussions must be held on designing 
economic incentives that combine various policy measures.
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Furthermore, regarding challenges to medical service fee reimbursements (see section 2-2 above), cost-effectiveness 
for devices like AI-enabled diagnostic support devices is only visible after their use reaches a certain market scale, so 
discussions must also examine consistency with current operations and review the provisional insurance coverage framework 
or the points these devices are assigned for reimbursement.

As discussed in section 1-2, the international community provides examples of various mechanisms to bridge gaps between 
approval and full-scale reimbursement. These include the NTAP system in the U.S., which offers a two- to three-year 
premium on top of global payments; the New Health Technology Assessment in South Korea, which provides provisional 
coverage for up to 3 years; and the AI Diagnostic Fund in the U.K., which provides public funds to support adoption. Another 
topic for future discussion will be how to design a multi-tiered support system in Japan using examples from abroad as points 
of reference.

 2-6. Establishing a data utilization infrastructure and accelerating 
development in fi eld of rare diseases

To reduce diagnosis lag in the fi eld of rare diseases, consider introducing implementation 
support for primary care, reviewing the orphan medical device designation system in light 
of the characteristics of AI and SaMDs, and establishing a data utilization infrastructure
In the fi eld of rare and intractable diseases, there are few patients and limited specialists who can provide diagnoses. This 
limit often results in extended periods before affected individuals reach a diagnosis, which is referred to as “diagnosis lag.” 
Cases in which patients must visit multiple medical facilities or wait several years for a defi nitive diagnosis are common. 
AI-assisted diagnosis can help detect such diseases at the stage of non-specialized primary care and connect patients to 
specialized medical facilities early on. However, many AI-enabled diagnostic support devices are currently only available at 
specialized medical facilities due to their high initial installation costs and limited reimbursements. In the fi eld of primary care, 
progress in the adoption of such devices has been lacking.

Popularizing AI-enabled diagnostic support devices in primary care settings will require a mechanism to reduce the initial cost 
barrier. Possible methods may include using public funds supporting the adoption of these devices, (like the AI Diagnostic 
Fund in the U.K.) or expanding the use of Japan’s existing subsidy system. (The standard IT Introduction Subsidy was 
capped at 4.5 million yen in FY2025. It is set to be renamed the “Digitalization and AI Introduction Subsidy” from FY2026.) 
However, Japan’s existing IT Introduction Subsidy is a general-purpose subsidy intended for streamlining business operations 
and achieving digital transformation (DX), so discussions must be held on establishing a subsidy system specifi cally for AI-
assisted diagnostic support devices.

Another important point to discuss is the utilization of the system for designating orphan medical devices (which are 
described in Article 77-2 of the Act on Securing Quality, Efficacy and Safety of Products Including Pharmaceuticals and 
Medical Devices, and have fewer than 50,000 eligible patients in Japan). Manufacturers of medical devices that are granted 
this designation can receive preferential measures from the PMDA, including priority review, in-person advice, reduced fi ling 
fees, and extensions on the period for reexamination. AI-enabled diagnostic support devices can be eligible for inclusion in 
the orphan medical devices system. However, because that system was not designed to handle AI-enabled medical devices 
and SaMDs, some development companies have said the system currently in place is diffi cult to use or that it does not fi t 
real-world circumstances. In addition to making active use of the orphan medical devices system, to provide true support 
for the development of AI-enabled diagnostic support devices in the fi eld of rare diseases, it will also be important to review 
that system with the characteristics of AI and SaMDs in mind. Another option is to discuss a new framework, such as one for 
orphan SaMDs.

The accumulation of high-quality data is a vital part of developing AI-enabled diagnostic support devices. It will be particularly 
important to collaborate with healthcare institutions and patient groups to build a data infrastructure in the fi eld of rare and 
intractable diseases, where patient numbers are small. In Japan, performance evaluation tests using existing medical 
image data and other such data are to be handled in accordance with PSEHB/MDED Notifi cation No. 0929-1(dated 2021-9-
29), titled “Handling performance evaluation tests of diagnostic medical devices using existing medical image data without 
additional invasion/intervention.” In the U.S., the Health Insurance Portability and Accountability Act of 1996 (HIPAA) 
Privacy Rule provides an authorization waiver that allows for existing medical data to be used for research without patient 
authorization if an Institutional Review Board (IRB) determines there is “minimal risk to privacy.” It will be necessary to 
discuss ensuring Japan has effective rules for such operations and establishing a data utilization infrastructure while taking 
into account the handling of sensitive personal information outlined in the Act on the Protection of Personal Information. 
Patient groups also have significant roles to play in this area, particularly in visualizing needs and generating policy 
recommendations.
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3. Conclusion

AI-assisted diagnosis has the potential to elevate healthcare quality, reduce burden for healthcare professionals, and make 
it possible to provide high-quality care regardless of region or department. The fi eld of AI-assisted diagnosis and SaMDs can 
also serve as a pillar of Japan’s growth strategy and become a growth industry that has global reach. However, a number 
of items must be addressed by industry, government, academia, and civil society for the widespread adoption of AI-assisted 
diagnosis. These include evidence building, PMDA review system operations, post-market operations, understanding among 
citizens and patients, economic incentives, a data utilization infrastructure, and promoting development in the fi eld of rare 
diseases.

Based on the discussion held at HGPI’s “AI Diagnostic Support Project Expert Meeting” on April 17, 2026 as well as on 
individual interviews with Advisory Board members, this paper arranged discussion points for the widespread adoption of AI-
assisted diagnosis into six areas.

The discussion points presented in this paper do not represent a consensus conclusion; rather, they are items that will 
require further discussion among industry, government, academia, and civil society. No single stakeholder can achieve the 
widespread adoption of AI-assisted diagnosis acting alone. Rather, steady progress must be made step by step through 
dialogue and collaboration with a diverse range of parties, including stakeholders in health or industrial policy, people serving 
in real-world clinical settings, patients and citizens, researchers, and regulatory authorities.

Discussions on the FY2027 formulation of the third term of the Basic Plan for Medical Devices are currently underway. In the 
interim summary of that Basic Plan presented in March 2026, it specifi cally mentioned “digital technology (SaMDs, AI, etc.) 
and robotics” as strategic areas and indicated that the plan will include measures for strengthening the organization of PMDA 
staff and examining the cost structure of SaMDs. Other relevant discussions are also advancing at the Regulatory Reform 
Council and at the Drug Discovery and Advanced Medicine Working Group at the Headquarters for Japan’s Growth Strategy. 
We have high expectations for the items presented in this paper to serve as material for policy discussions on each issue as 
well as for discussions at academic societies, clinical settings, the private sector, and patient groups.

As a neutral think tank with strengths in independence, expertise, and global reach, HGPI will continue crystallizing 
discussion points and creating opportunities for policy discussions on this theme.
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