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Foreword

Artificial intelligence (Al) is rapidly transforming
healthcare, offering unprecedented opportunities to
improve diagnosis, treatment, and the efficiency of
health systems across Europe. At the same time, its
integration into clinical practice raises complex questions
around safety, ethics, governance, and equity that
demand careful and coordinated policy responses.

This joint report by the European Academies Science
Advisory Council (EASAC) and the Federation of
European Academies of Medicine (FEAM) comes at a
decisive moment for European health policy. As the
European Union moves from developing regulatory
frameworks — most notably the Al Act and the European
Health Data Space — towards implementation, the
focus must now shift to ensuring that Al delivers real,
measurable benefits for patients and society, while
maintaining public trust and safeguarding fundamental
rights across Member States. A key challenge now lies
in translating these frameworks into practice across
Member States, ensuring consistent application and
meaningful impact.

The evidence presented in this report makes clear that
Al in healthcare cannot be approached as a purely
technological innovation. Its success depends on robust
clinical validation, high-quality and representative data,
strong governance and oversight, and the meaningful
engagement of healthcare professionals, patients, and
citizens. Without these conditions, there is a risk that
Al will exacerbate existing inequalities, introduce new
forms of risk, or fail to deliver on its promise.

2 | September 2026 | Alin European Healthcare

At the same time, Europe has a unique opportunity to
lead globally in the development and deployment of
trustworthy, human-centred Al in healthcare, and to
position itself as a standard-setter in its governance.

By aligning scientific excellence with strong ethical
principles and effective governance, the European Union
can ensure that innovation serves the public good and
strengthens resilient, equitable health systems.

This report provides a set of actionable
recommendations to support policy-makers,
regulators, healthcare leaders, and other stakeholders
in navigating this transition. It emphasises the need
for a coordinated European approach that combines
rigorous evaluation, interoperable data ecosystems,
sustained investment in skills and capacity, and clear
accountability structures.

We hope that this report will contribute to informed
decision-making and constructive dialogue across
Europe, helping to ensure that Al in healthcare is
developed and deployed in ways that add value and are
safe, ethical, and inclusive.

We thank all the members of the Working Group
nominated by FEAM and EASAC member academies
who generously contributed their time and expertise to
the success of this project and the preparation of this
comprehensive report.

Ferry Breedveld, FEAM President
Lise @vreds, EASAC President
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Executive summary

Artificial intelligence (Al)-assisted tools and systems are
increasingly being applied and offer substantial potential
for innovation across many scientific and societal fields.
At the same time, appropriate policy guidance and
regulation are crucial to ensure that the benefits of
innovation are realised while effectively addressing the
risks associated with implementing Al applications.

Given this overall challenge of leveraging Al innovations
for the benefit of society while simultaneously
managing potential risks, Al developments in healthcare
and public health bring specific opportunities,
questions, and requirements. Therefore, with this report,
the European Academies Science Advisory Council
(EASAC) and the Federation of European Academies of
Medicine (FEAM) aim to present a high-level, accessible
overview of the opportunities and risks of Al systems in
healthcare and focused recommendations. The intention
is to assist European policy-makers — and other policy
stakeholders — in promoting responsible innovation by
formulating and implementing evidence-based policies,
while ensuring appropriate methodological, ethical,
security, and regulatory safeguards.

The report therefore frames Al in healthcare as

both an opportunity and a governance challenge.

Its focus is on professional health and public-health
uses of Al in Europe, including clinical care, population
health, health-system management, and selected
policy-relevant parts of medicines development,

rather than on every possible consumer or wellness
application of Al.

Understanding Al systems

For the purposes of this report, and given that the
intended audience includes European Union (EU)
policy-makers, we use the definition of an ‘Al system’
set out in the EU Al Act, Regulation (EU) 2024/1689,
Article 3(1): ‘A machine-based system designed to
operate with varying levels of autonomy and that may
exhibit adaptiveness after deployment, and that, for
explicit or implicit objectives, infers, from the input it
receives, how to generate outputs such as predictions,
content, recommendations, or decisions that can
influence physical or virtual environments.’

This definition is part of the Al Act, which entered into
force on 1 August 2024, with its provisions applying

in phases from 2025. It is intended to help determine
whether a software system falls under the scope of the
Al Act or not. The European Commission (EC) gives
non-binding guidelines clarifying how the definition
should be applied in practice. The guidelines intend

to support developers, providers, and users, including
healthcare workers, in understanding whether their
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systems qualify, and are subject to its rules, as Al
systems under the EU Al Act. This definition applies
to healthcare; however, there are different regulatory
implications from it. Certain healthcare Al systems,
including regulated medical-device systems subject to
third-party conformity assessment, are classified as high-
risk under the Al Act and are consequently subject to
stringent safety, accuracy, governance, and oversight
requirements (EC 2025). We view this risk-driven
definition as essential for balancing regulation (risk
mitigation) and innovation (benefit), ensuring that the
regulatory approach fosters innovation.

For healthcare, the Al Act should be read together with
the wider EU legal and regulatory ecosystem, including
the Medical Device Regulation, the In Vitro Diagnostic
Medical Device Regulation, the General Data Protection
Regulation, and the European Health Data Space. The
applicable obligations depend on intended use, clinical
risk, data use, and whether the system functions as, or
forms part of, a regulated medical device.

Drivers of change in Al system use

Al in healthcare is predicted to increase in application
owing to converging drivers such as rising healthcare
demand, workforce shortages, digitalisation of health
records, and advances in computational power and data
analytics. These pressures are prompting a shift towards
more data-driven, personalised, and efficient healthcare
models. At the same time, policy initiatives across the
EU, alongside increased public and private investment,
are accelerating Al integration. Together, these trends
are reshaping expectations around healthcare delivery,
prompting urgent attention to readiness, governance,
and equity in implementation.

Patients and risk with Al systems

Al systems have both positive and negative effects on
patients, offering potential improvements in diagnosis,
treatment precision, and access to care, while also
introducing new risks related to data privacy, algorithmic
bias, and reduced human oversight. Unequal data
representation can lead to disparities in care quality,
and opaque decision-making processes may undermine
patient trust. To safeguard patient welfare, it is essential
that Al systems are transparent, and subject to rigorous
clinical validation, with strong mechanisms for patient
consent, safety, and redress. Health is a field which
would benefit from small-data Al-driven systems (Al
models designed to learn and operate effectively using
relatively small, well-curated datasets rather than

very large datasets), emphasising the need to support
research and development in the field of small-data
approaches.
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A patient-centred approach should be operational
rather than rhetorical. Patient organisations and patient
representatives can contribute to priority setting,
co-design, validation endpoints, procurement criteria,
governance boards, communication materials, and
post-deployment feedback. Evaluation should include
patient-reported outcomes, patient experience, quality
of life, accessibility, and the distribution of benefits and
harms across patient groups.

Regional/sub-sectoral differences in the use of
Al systems

The use of Al systems varies across Europe and healthcare
sectors, reflecting disparities in digital infrastructure,
investment capacity, regulatory readiness, and workforce
expertise. While some regions and institutions lead in

Al adoption, particularly in radiology, pathology, and
administrative support, others lag relative to this because
of resource constraints or limited technical capabilities.
These differences risk deepening existing inequalities

in healthcare access and quality. EU-level coordination
and targeted support are needed to ensure balanced
development and equitable Al integration across all
Member States and health system segments.

EU-level action should therefore support structured
mutual learning across Member States, including
identification, comparison, and dissemination of best
practices for responsible Al implementation. This is
especially important where differences in infrastructure,
workforce capacity, data readiness, and procurement
expertise risk widening inequalities in access to
beneficial Al-enabled care.

Current EU policies for Al systems

Current EU policies prioritise ethical, trustworthy, and
human-centric Al systems, as reflected in initiatives such
as the EU Al Act, the European Health Data Space, and
Horizon Europe research funding. These frameworks
aim to ensure safety, transparency, and equity while
promoting innovation. However, gaps remain in
harmonising implementation across Member States,

aligning health-specific regulations, and addressing
sector-specific challenges. Continued policy refinement
and cross-sector collaboration are essential to translate
these principles into effective, context-sensitive actions
within healthcare systems.

Policy shifts and integrated frameworks for Al
systems

A proactive approach focusing on data protection and
privacy, and energy and carbon footprint, is increasingly
shaping Al-related policy developments (OECD 2025).
To support sustainable and trustworthy Al in healthcare,
integrated frameworks are needed that align digital
health, environmental, ethical, and industrial strategies.
Such coherence will help balance innovation with
societal safeguards, ensuring that Al deployment
contributes to broader EU goals, including climate
neutrality, resilience, and social equity. Harmonised,
forward-looking policies are key to managing complexity
and fostering responsible Al adoption.

Interoperability and sustainability should be treated as
implementation conditions, not technical afterthoughts.
Procurement, funding, and evaluation frameworks
should encourage use of recognised standards such

as HL7 (Health Level Seven), FHIR (Fast Healthcare
Interoperability Resources), and DICOM (Digital

Imaging and Communications in Medicine) where
relevant, assess cost-effectiveness and opportunity
costs, and consider the energy and carbon footprint of
compute-intensive Al systems.

Urgent key messages

This report aims to provide recommendations for
embedding responsible Al practices into European
healthcare, ensuring that Al deployment is managed
proactively as part of a sustainable, anticipatory
healthcare strategy, rather than merely responding
to external factors such as emergencies or market
inevitabilities. In the box below, we give the three
urgent key messages of this report.

support universal healthcare goals and democratic values.

1. Responsible Al integration must be proactive, not reactive. Al systems in healthcare should be guided by forward-looking policies that
anticipate long-term impacts rather than reacting to crises or market pressures. Embedding responsibility requires early governance, inclusive
design, and strategic investment to ensure Al strengthens — not destabilises — health systems.

2. Equity and trust are essential for sustainable Al adoption. Without targeted action, Al systems risk widening health disparities and
undermining public trust. EU policies must prioritise equitable access, transparency, and community engagement to ensure Al systems

3. Coordinated EU action is crucial for safe, scalable innovation. Fragmented approaches to Al-systems governance hinder safe
implementation and slow progress. The EU must promote harmonised standards, interoperable cross-border data sharing, and collaborative
oversight to enable robust, ethical, and scalable Al applications across Member States.

EU policy recommendations

This report provides policy options that are a mix of
regulatory, institutional, financial, and capacity-building
measures to help embed responsibility, trust, and
sustainability into healthcare Al across the EU. The
report advocates for fit-for-purpose regulation such
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as regulatory sandboxes (controlled, time-limited
environments in which innovators can test new tools
under regulatory supervision, with safeguards for users
and patients, while regulators learn how existing rules
apply and where guidance may need clarification) to
support safe innovation and avoid over-regulation that
stifles progress.
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About the European Academies Science Advisory Council (EASAC)

EASAC is formed by the national science academies of the EU Member States, Norway, Switzerland and United
Kingdom, to collaborate in giving advice to European policymakers. EASAC provides a means for the collective
voice of European science to be heard. Through EASAC, the academies work together to provide independent,
evidence-based advice to those who make or influence European policies within the European institutions.
WWW.easac.eu

About the Federation of European Academies of Medicine (FEAM)

FEAM brings together 24 national Academies of Medicine, Pharmacy and Veterinary Science — or the medical
divisions of national Academies of Sciences — from across the WHO European region, drawing on the expertise of
over 5,000 leading biomedical scientists. Through FEAM, its member academies formulate and express a common
position on European matters concerning human and animal medicine, biomedical research, education and health,
extending to European authorities the same advisory role they each hold in their own countries. In doing so, FEAM
works to underpin European biomedical policy with the best scientific advice the continent has to offer, and to
advance the health, safety and wealth of European citizens through a creative, sustainable environment for medical
research and training. www.feam.eu

EASAC Secretariat FEAM Secretariat

Austrian Academy of Sciences Palais des Académies, Rue Ducale 1, 1000 Brussels,
Dr. Ignaz Seipel-Platz 2 Belgium

1010 Vienna info@feam.eu  www.feam.eu

Austria

tel: +43 1-51581-1208
secretariat@easac.eu

© EASAC Secretariat c/o Austrian Academy of Sciences 2026.
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