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The monthly HOPE Newsletter is designed first of all for HOPE Liaison officers. It covers a
wide range of issues related mostly to EU institutions that are relevant to hospitals and
healthcare services. It is up to Liaison officers to redistribute articles to their colleagues and
members.
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Promotion, prevention, and care
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HOPE (and co-organised) conferences and events
Cancer Screening and Prevention: Open Days in Liege (Belgium)

HOPE Agora 2027
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HOPE activities

.: HOPE Projects

dieptra

DIOPTRA is a 4-year Horizon Europe project, aiming to revolutionise Colorectal Cancer
(CRC) screening via a holistic, personalised, and accessible method for early detection. Its
mission is to use new technologies for CRC risk assessment, screening, and progression while
incorporating lifestyle and environmental factors to develop a unified protocol for primary CRC
screening using network modelling and Artificial Intelligence-based Decision Support System.
You can follow DIOPTRA’s latest development by subscribing to its newsletter! Visit
DIOPTRA website and follow DIOPTRA on Twitter and Linkedin.

Update

On 26 November 2026, HOPE co-organises an Open Day presenting the work developed and
results achieved within six RIA projects funded under the HORIZON-MISS-2021-CANCER-02
call of the EU, spanning across different areas of cancer research focusing on Prevention and
Early Detection.

The project DIOPTRA, SANGUINE, LUCIA, MammoScreen, ONCOSCREEN, and PANCAID
were brought together in the framework of the Prevention and Early Detection (including
Screening) Cluster that was launched by EU/HaDEA and collaborated throughout the
individual implementations.

As all cluster projects are close to completion, this Open Day aims to elucidate their key
findings, experiences, and impact, setting the stage for discussion on innovative
achievements, future perspectives, and challenges towards the transformation of scientific
evidence into healthcare innovation in everyday clinical practice in oncology.

This Open Day presents an opportunity for EU stakeholders in the cancer field to engage with
the collective achievements and innovations of the Cancer Mission Cluster, discuss scientific,
clinical, and policy impact, and contribute to shaping the future of cancer research and clinical
practice across Europe and beyond.
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Cancer Screening and Prevention: From research and scientific evidence to game
changing innovation in the clinical practice | Open Day.

ﬂ) Empowering
Young Patients

EYP (Empowering Young Patients) is a two-year project funded by the EU’s Citizens,
Equality, Rights, and Values Programme (CERV). The project kicked off in January 2025,
HOPE is part of a consortium of five, alongside Italian institutions piloting best practices in
children’s inclusion and participation in hospitals. Partners will analyse needs, promote
stakeholder engagement, pilot participatory processes for children undergoing long-term care
in and beyond hospital settings, make policy recommendations, and communication findings
at national and EU levels.

Be sure to the project on Instagram, Facebook, and Linkedln, we have plenty to share!

& FLASH

FLASH is a 4-year project funded by Horizon Europe, which kicked off in 2023. FLASH
undertakes a comprehensive analysis of healthcare financing mechanisms in Europe and aims
to provide evidence for the ability of current financing mechanisms and contracts to address
challenges and to study solutions. The project brings together 16 partners from 9 European
countries. HOPE will contribute mainly to dissemination and policy-related tasks.

Read more and discover FLASH website and follow us on @EUFlashproject and LinkedIn!

Update

FLASH took part in the EUHPP Live Webinar on health system resilience, co-organised with
the European Hospital and Healthcare Federation (HOPE) and hosted on the EU Health Policy
Platform.
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The webinar brought together Calogero Guccio and Stefania Fontana (University of Catania),
Pieter Bakx (Erasmus University Rotterdam), and Pedro Pita Barros (Universidade Nova de
Lisboa), with the support of the FLASH coordinator, Paolo Pertile (University of Verona).

The presentations covered the key drivers of hospital resilience emerging from both literature
and field surveys, a quantitative analysis of how hospitalisation rates in four EU countries
dropped during COVID-19 and had not fully recovered by 2023, and a composite index that
measures resilience by combining the depth of the initial shock with the completeness of
subsequent recovery.

Pedro Pita Barros closed with reflections on how to build on these results and connect them
to an ex-ante understanding of resilience.

Flexibility in focus: Transforming healthcare for uncertain times — Flash Project.

p—
=== HEALTH INTEL ACT

-

HOPE is associated partner in HealthlntelAct, a research initiative funded by Horizon
Europe through the Marie Sktodowska-Curie Actions - Doctoral Networks.

At the heart of HealthintelAct are 17 fellows pursuing PhD trajectories, each working on
groundbreaking research projects focused on critical challenges within three key areas:
People, Planet, and Prosperity. These interdisciplinary projects, spanning multiple countries
and sectors, aim to develop actionable solutions for inclusive, sustainable, and resilient health
systems.

RiskADAPT

healthRiskADAPT is a 4-year (2024-2028) Horizon Europe Project aims to address
health risks associated with climate change, such as heat waves, air pollution, wildfire
emissions, and pollen. Its objective is to develop and implement a comprehensive health risk
assessment system that will empower local and regional authorities to make informed
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decisions in strategic planning, management, and daily operational mitigation of health

challenges related to climate change.

KEEPCARING

Future Proofing Health- and Care Systems Safeguarding
Health Core Workers in Hospital Settings

KEEPCARING is a 4-year Horizon Europe project coordinated by Amsterdam UMC, which
kicked off in July 2024. It comprises 20 partners from academic and non-academic areas
across 11 European countries, including the European Union of Medical Specialists (UEMS)
and European Federation of Nurses Associations (EFN).

The project aims to (re-)build wellbeing and resilience of the healthcare workforce in EU
hospitals’ surgical pathways. Partners will work to promote onboarding and retention by
researching factors and signals of job stress and implementing mitigating solutions, including
multi-faceted non-digital, digital, and Al-supported tools to prevent burnout.

For up-to-date information, regularly check the KEEPCARING website (including
subscription information for the project Newsletter) and Linkedln account!

Update

KEEPCARING organised a symposium at the 2026 edition of the EAOHP (European Academy
of Occupational Health Psychology) in June 2026 in Helsinki. At the event, researchers and
practitioners of the project team presented and discussed their work on how to foster resilience,
well-being, and structural change in healthcare.

This included a presentation of the theoretical integration of two psychological theories (Job
Demands—Resources and Self-Determination Theory), which offer a novel framework
explaining how an imbalance between job demands and resources frustrates basic
psychological needs of healthcare professionals, thereby driving strain and burnout. The
second contribution provided a cross-national perspective on the factors that contribute to and
buffer against stress and burnout, based on the 2025 KEEPCARING survey.

Addressing what is currently known about how to improve healthcare professionals’ resilience
and well-being, the third contribution presented findings from a systematic evidence review of
existing intervention studies. The fourth contribution introduced prosocial job crafting, a novel
bottom-up strategy for enhancing well-being. By proactively reshaping aspects of their work to
benefit others, employees can enhance well-being at individual and team level. The final
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contribution presented a technology-enhanced team intervention, that is video-supported
debriefing to support well-being in high-stress work environments.

An online KEEPCARING General Assembly meeting will be held on 6 July 2026 to further
discuss and decide on the further development and governance of the future Change
Management Platform that will be co-created by members of the consortium as a key project
deliverable.

}“
Wiy
&

LUng Cancer-related risk factors and their Impace Assessment

LUCIA (LUng Cancer-related risk factors and their Impact Assessment) is a 4-year project
funded by Horizon Europe.

The project focuses on the risks associated with developing Lung Cancer and its subtypes, as
well as the methods best suited for prompt diagnoses.

You can follow the project activities on LinkedIn, Twitter and Instagram or by subscribing to
LUCIA newsletter!

This past month, the LUCIA project had several abstracts accepted to the European Public
Health Conference taking place in Bilbao in November. It also submitted several abstracts to
the European Society for Medical Oncology (ESMO) in Madrid in October, ahead of the last

SAFEST 4

SAFEST (Improving quality and patient SAFEty in surgical care through STandardisation
and harmonisation of perioperative care in Europe) is a 4-year project funded by Horizon
Europe. Be sure to follow the project on Twitter and LinkedIn, or check our website for
interesting blog posts, in-depth project information, and news!

HOPE - European Hospital and Healthcare Federation
NEWSLETTER N°242 - June 2026
Page 11 of 64


https://www.linkedin.com/showcase/luciaeuproject/
https://twitter.com/luciaeuproject
https://www.instagram.com/luciaeuproject/
https://mailchi.mp/4fd846939db3/subscribe-to-lucia-eu-project-newsletter
https://twitter.com/safestsurgery
https://www.linkedin.com/showcase/safest-eu-project
https://safestsurgery.eu/
https://safestsurgery.eu/

Update

This month, SAFEST came to an end. Over the past years, SAFEST grew from a research
project to become a collaborative community of healthcare workers, patients, researchers,
organisations, and institutions committed to improving perioperative safety and quality of care
across Europe.

As part of the end-of-project activities, SAFEST held two conference days in the contexts of
Euroanaesthesia 2026 and HOPE’s Agora 2026. During the latter, SAFEST partners and
hospital coordinators shared their implementation experiences, preliminary results from the
open phase of the project, the implementation of the Compass and the Core Outcome Set, our
approach to patient participation, and the costing exercise we applied to estimate how much
money hospitals can save in prevention by applying the SAFEST recommendations.

The achievements of SAFEST belong to all those who dedicated their time, expertise, and
energy to making this initiative a success — from frontline healthcare professionals and patient
representatives to researchers, hospitals, policymakers, and partner organisations. We are
deeply proud of what we have accomplished together.

Although the formal project period is approaching its conclusion, we are actively working to
ensure that SAFEST continues beyond the lifetime of the project. Not only will tools such as
the patient checklists and Compass remain available, but the open phase continues through
to September, therefore, you can still sign up via this link!
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EU Policies

Health Council

The Employment, Social Policy, Health, and Consumer Affairs Council (Health) took place on
16 June 2026.

The Council agreed its negotiating position on the European Biotech Act | directive, which
updates the rules on genetically modified micro-organisms (GMMs) and the processing of
organs. The proposed directive forms part of the European Biotech Act I, which seeks to
strengthen the competitiveness of the EU’s biotechnology sector, particularly around health.

e Watch the public session.

The Cyprus presidency presented a progress report on the proposed regulation simplifying the
rules on medical and in vitro diagnostic devices. The aim of the proposal is to address ongoing
issues in the existing legislation, including excessive regulatory burden and uncertainty for
companies, as well as unavailability of certain medical devices. The presidency’s progress
report takes stock of the discussions carried out at the technical level during the Cyprus
presidency.

e Presidency progress report.

Under “other business”, EU health ministers received information on the recent Ebola
Bundibugyo virus (BVD) outbreak in Central Africa; the critical medicines act; health
conferences organised during the Cyprus presidency; the pandemic agreement; the urban
wastewater treatment directive; and the work programme of the incoming Irish presidency.

o Recent Ebola Bundibugyo virus (BVD) outbreak in Central Africa.
e Watch public session.

Over lunch, ministers took part in an informal discussion on the topic of “Strengthening
Europe’s pharmaceutical resilience and strategic autonomy”. The European Commission has
been tasked by health ministers with conducting a study on the "most-favored-nation" clause.

The health ministers themselves requested the study from the European commission during
this informal luncheon focused on geopolitical issues. This study, which Commissioner
Varhelyi hopes to complete "before the summer,” will consist of a “very brief analysis of the
main features of the 'most-favoured-nation' (MFN) regime in terms of its potential impact on
European health systems and budgets." The study is expected to examine “which main
products are likely to be affected” and whether this policy “has an impact on the launch of new
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products in the EU or on the withdrawal of products from the market.” As part of this study, the
Commission was also asked to explain “the main characteristics of the MFN clause system”
and “its overall impact” on the European market, “whether it concerns prices, other trends such
as the relocation of production or innovation capabilities, or both.”

Irish Presidency

Ireland officially announced its work programme on 10 June 2026.

The Irish Presidency still intends to advance negotiations on the regulation on biotechnology,
particularly clinical trials, as well as on simplifying the rules applicable to medical devices.
Based on written comments submitted by Member States after the first reading conducted by
the Cypriot Presidency, Ireland plans to present an initial compromise proposal as early as
July. To advance work on these two texts, the Presidency plans to hold two days of meetings
per week.

Ireland also wants to finalize the pharmaceutical package, which must be formally adopted
under its presidency and accelerate the implementation of the European Health Data Space
and the cardiovascular health plan. Regarding the implementation of the cardiovascular health
plan, Dublin expects to begin work in September on the recommendation concerning health
check-ups, as outlined in the plan, with one meeting per month.

Finally, it plans to advance negotiations on the multiannual financial framework so that
'European leaders can make the necessary decisions regarding the future of European funding
in 2026.

Link.

Presidencies trio
The draft programme of Ireland, Lithuania, and Greece has been published in June 2026.

It outlines a priority on competitiveness, with the trio aiming to “support science, innovation,
and a business-friendly environment.” They intend to finalize the work on the Multiannual
Financial Framework (MFF) so that it provides the EU with the “resources needed to meet its
long-term strategic ambitions.”

The three member states also plan to further develop the “European Health Union.” More
specifically, this would involve strengthening the European medical device and biotechnology
sector, including the harmonization of clinical trial procedures, as foreseen in the
Biotechnology Regulation.
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More broadly, “health and social resilience will be consolidated by strengthening healthcare
systems and their preparedness, while promoting digitalization and the responsive use of
artificial intelligence, where appropriate.”

Link.

European Semester 2026

On 3 May 2026, the European Commission released the 2026 European Semester Spring
Package. The package analyses the key economic and social challenges across the EU and
offers policy guidance to Member States with the aim of boosting competitiveness, securing
strategic autonomy, increasing resilience, and strengthening preparedness, while maintaining
fiscal sustainability.

The Commission has adopted proposals for country-specific recommendations (CSRs),
promoting reforms and investments aligned with EU priorities. The CSRs build on the broader
priorities outlined in the preceding Autumn Package, including the Council recommendation
on human capital in the EU, which recalls the beneficial impact of health investment policies
as investment in human capital, contributing to higher productivity and sustainable economic
growth. As confirmed in the Spring Package communication, the National and Regional
Partnership Plans in the context of the proposed next Multiannual Financial Framework would
be partly guided by the outcome of the European Semester, making it a key analytical basis to
identify and prioritise reform and investment needs across policy areas. The 2026 Spring
Package communication highlights several challenges related to healthcare, in particular
persistent access, and affordability challenges, which require tackling workforce shortages and
addressing territorial disparities.

Country specific recommendations related to healthcare have been addressed to 16 Member
States, ranging from access to and affordability of healthcare, primary healthcare, and
prevention, to healthcare workforce. The recitals specifying the CSRs stress further these
healthcare-related challenges, while also underscoring the need to improve digital health
literacy and quality data, to reap all the potential benefits from healthcare digitalisation.

Beyond the CSRs, health reform challenges are also raised for other Member States under
the European Semester, as underpinned by the country reports published today - which
include a dedicated “health and health systems” thematic annex.

For more information:

¢ Proposed healthcare CSRs.
e 2026 European Semester: Spring Package.
e See all recommendations to Member States.
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Specific recommendations on this matter have been addressed to Member States. For France,
the European Commission points to “regional disparities” which “persist in public services,
such as healthcare (particularly in medical deserts)” and a labour market “facing a skills
mismatch, particularly in key sectors, such as [...] healthcare, where recruitment difficulties
persist.”

Public Health Expert Group on disinformation

The Public health expert group met on 8 June 2026 discussing the topic of health information
integrity, fostering trust, knowledge, and informed decision-making.

Throughout the day, speakers explained how proactive communication strategies such as pre-
bunking can build resilience against misleading content, and support better informed patient-
healthcare conversations.

Public authorities and healthcare professionals were identified as important partners for
building credible digital presences and translating complex health data into accessible formats
that resonate with audiences and strengthen health literacy. Fact-checking and monitoring
underpin many response mechanisms, and a comprehensive database of verified false claims
is under development.

Anticipation and trust-building, especially during periods of calm, were identified as essential
elements for safeguarding information integrity.

Tackling foreign information manipulation and interference, and enhancing societal resilience
against these threats, are pressing issues for the European Union and its Member States.

The EC outlined the co-regulatory framework underpinning EU efforts on disinformation,
including the Digital Services Act and the Code of Conduct on Disinformation, as well as the
European Digital Media Observatory (EDMO) and the European Fact-checking Standards
Network. The European External Affairs Service noted that topics related to Foreign
Information Manipulation and Interference (FIMI) can be addressed through the Rapid Alert
System (RAS), which coordinates EU institutions, Member States and international partners
and has hosted dedicated health-related FIMI cooperation since the COVID-19 pandemic. The
new European Centre for Democratic Resilience is a key hub for sharing best practices across
Member States.

During parallel ‘speed dating’ sessions, the European Commission, the European Centre for
Disease Control, and the European Medicines Agency shared their experiences on
collaborating in areas ranging from crisis preparedness and working with healthcare providers
and content creators to rebutting false information and shaping communication with intel
gathered through social media listening. The European Public Health Association presented
EU Health Fact Force, a cross-sector initiative with the Public Good Project, ASPHER and
Data for Good, which aims to counter health mis- and disinformation through coordinated,
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evidence-based communication. With a functional prototype now ready, public health
authorities are invited to participate in user-testing this summer.

The seminar was a first occasion to bring several complimentary networks together and to
share the latest evidence and approaches that can bolter trust, knowledge and informed
decision making on health topics. Whilst a lot is already being done at all levels to monitor and
correct false information, more research could help to understand the underlying information
needs that drive people towards false content. Looking ahead, EC, ECDC and EMA will
continue their exchanges with national authorities to share good practices, identify gaps and
ultimately strengthen health information integrity.

Lobbyists in Brussels

Cancer care

All.Can International’s organised an event ‘Europe’s investment challenge: financing efficient,
person-centred cancer care pathways’ on 2 June 2026 at the European Parliament to present
its new global report: “Implementing person-centred cancer care to improve outcomes,
experiences and efficiency.”

Hosted by MEP Nikos Papandreou, the discussion focused on:

e Implementing person-centred cancer care pathways across the continuum;

e Embedding efficiency metrics in national healthcare systems;

e Strengthening sustainable cancer systems through better data, coordination, and
workforce models;

e Aligning EU and national investment with measurable outcomes.

Contributors included Bettina Borisch, Caroline Berchet (OECD), Kelly Butterworth, Marc Van
den Bulcke and Kostas Athanasakis.

All.Can International is a not-for-profit organisation (ASBL) registered in Belgium. It is financed
by Bristol Myers Squibb, Roche, MSD, Johnson & Johnson, Pfizer, and Daiichi-Sankyo, among
other funding means.

Cancer

Cancer Patient Europe Annual Conference 2026 took place on 25 June 2026 in Brussels with
the topic Europe’s Cancer Care Model: From Policy to Action.
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Among the speakers were Sean Byrne, Associate Director, Science Policy & Regulatory
Affairs, European Federation of Pharmaceutical Industries and Associations (EFPIA) and Neil
Grubert, Independent Global Market Access Consultant but also Hon Robert Troy, Minister of
State at the Department of Finance with special responsibility for Financial Services, Credit
Unions and Insurance, Ireland.

Obesity and cardiometabolic diseases

AmCham lItaly (American Chamber of Commerce in Italy) organised a roundtable discussion,
“European Health Future: Towards a Coordinated Agenda on Obesity and Cardiometabolic
Challenges,” on 25 June at the European Parliament.

During the event, participants discussed how Europe can develop a coordinated agenda to
address obesity and cardiometabolic diseases, with particular attention to their growing impact
on public health systems and economic resilience.

With a focus on the Cardiovascular, Diabetes and Obesity Tackling Alliance (COTA),
participants explored innovative policy solutions, transatlantic and intra-European cooperation,
and multi-stakeholder partnerships aimed at making prevention, early diagnosis, and treatment
of cardiovascular and metabolic conditions a central pillar of Europe's future health strategy.

Biotech

On 11 June 2026 at the European Parliament the organisation called ‘The Parliament’ hosted
the European Biotech Forum 2026, bringing together policymakers, industry leaders and
experts to examine what comes next: the programme.

It was financed by EuropaBio and Amgen that were represented among speakers.

COPD

On 1 July 2026, a roundtable discussion on Chronic Obstructive Pulmonary Disease (COPD)
was hosted by MEP Nikos Papandreou. It was organised by the consultancy Acumen on behalf
of GSK.

Preparedness

As part of the consultancy Burson Marsteller Briefing 2026 series, a Briefing took place on 18
June 2026 on Europe's Health Sovereignty and Preparedness with Laurent Muschel, Director
and Deputy Head of the Health Emergency Preparedness and Response Authority (HERA).
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Immunisation

The International Longevity Centre UK (ILC) organised an event “Pillars of prevention: How
can immunisation support healthy ageing and prevent NCDs across Europe?” on 3 June 2026
in the European Parliament and co-hosted by MEP Aurelijus Veryga and MEP Tomislav Sokol.

Building on the EU’s Safe Hearts Plan and upcoming Council recommendation on
vaccination against respiratory infections, the aim was to forge a clear consensus on
positioning immunisation as a core pillar of wider NCD prevention, recognising the need for
specific measures that can drive uptake in EU’s ageing societies.

The ILC presented the Pneumococcal Vaccination Atlas and Healthy Ageing and
Prevention Index.

Health systems

Friend of Europe organised on 2 June 2026 for a summit Reimagining Europe's Health
Systems: prevention, innovation, and cross cross-border cooperation in an age of permanent
pressure.

The sponsors of the event were among the speakers: Kasper Ernest, Director General of the
European Healthcare Distribution Association (GIRP); Alexander Horn, President & General
Manager of Eli Lilly Germany; and Rob de Bie, Business Development Leader, Critical Care
Europe at Philips.

HTA

The Alliance for Regenerative Medicine (ARM), Cancer Patients Europe (CPE), Fondazione
Telethon, and the European Hematology Association (EHA), organised a webinar 'The First
JCA Reports: What to Look Out For', on 22 June 2026. It was organised by Harwood Levitt
Consulting.

Primary Immunodeficiencies

IPOPI, the International Patient Organisation for Primary Immunodeficiencies, in collaboration
with Dr Romana Jerkovi¢ (S&D, Croatia) organised 23 June 2026 an event.

It marked the launch of an IPOPI joint policy paper developed collaboratively by organisations
active in the rare disease and cancer patient communities that builds on landmark health policy
initiatives, including Europe’s Beating Cancer Plan implementation report and the upcoming
Rare Disease Action Plan. It was organised by Harwood Levitt Consulting.
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Medical Devices

Revision: European Council

The Cypriot Presidency of the Council of the EU presented its progress report on negotiations
for new rules on medical devices and in vitro diagnostics to health ministers on 16 June 2026.

Most delegations welcomed the progress made during the negotiations, namely a first reading
of the entire text. Some delegations raised specific points of interest: links with the regulation
on artificial intelligence (Portugal, Italy), reducing bureaucracy (Luxembourg, Poland), the
governance of notified bodies (Czech Republic, Italy, France, Poland), and security of supply
(France).

Nearly ten countries called on the Irish Presidency to reach a general direction during the
second half of 2026. Agreeing on almost everything, health ministers hope to finalize the
dossier under the Irish Presidency. In its work programme presented on 10 June 2026, the
Irish presidency was less assertive.

Revision: European Parliament

The report by Maria Guzenina (Finland, S&D), rapporteur for the opinion of the Committee on
the Internal Market (IMCO), was published online on 25 June 2026.

The MEP expressed her “strong reservations” regarding the European Commission’s proposal
for medical devices, as it would prioritize sector-specific rules over the Al regulation through
the transfer of annexes. “Far from bringing greater clarity, this change risks severely
fragmenting European Al legislation and undermining the horizontal nature of the Al regulation.
Establishing a separate and compartmentalized regime for medical devices would lead to
regulatory duplication, legal uncertainty, and serious interpretation problems for both
authorities and manufacturers,” wrote Maria Guzenina. This issue had already hampered
negotiations on the Al omnibus regulation, which ultimately maintained the primacy of sector-
specific legislation. In the remainder of her amendments, the Finnish representative is
addressing the validity period of certificates of conformity and the fees charged by notified
bodies. The deadline for submitting amendments is 30 June 2026.

European People’s Party MEP Henrik Dahl, who is leading on the opinion for his group, said
he wants to strengthen the proposal with amendments that “improve the predictability of the
certification system, provide greater legal certainty for manufacturers, and simplify the number
of technical provisions. He also criticized the Commission’s proposal to automatically consider
all medical devices as reusable by default, unless the manufacturer can justify that the device
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is single-use, and the proposed changes to make conditions for manufacture and use of in-
house devices more flexible. These changes “do not constitute simplification,” Dahl told MEPs
during a health committee meeting on 23 June 2026. “Instead, they risk creating additional
burdens. | will therefore table amendments to seek a more industry-friendly approach on these
points.”

The health committee is leading work on the revision of the Medical Devices and In Vitro
Diagnostic Medical Devices Regulations (MDR/IVDR), while the internal market committee and
the budget committee will submit opinions. Ancella Santos, head of One Health at consumers’
lobby BEUC, welcomed Guzenina’s draft opinion, saying it “strikes a better balance between
the need to support innovation, and to ensure that safe medical devices reach patients.”

In her opinion, Guzenina deletes the Commission’s plan to regulate Al medtech under sectoral
medical devices rules — a move the Commission took for the sake of avoiding duplication.
Guzenina argues that all Al technology should be governed through “one coherent European
framework,” the Al Act, and that creating separate rules under MDR would “increase
complexity, create legal uncertainty, and risk fragmentation.”

EPP’s Andreas Schwab said he doesn’t see “why there should be two” controls, one under the
MDR and one under the Al Act.

The Commission defended some of its proposals during the committee meeting, saying that
the decision to remove the mandatory five-year recertification for all devices is meant to replace
a “one size fits all approach” with a more flexible, risk-based approach. It also stood by the
choice to tweak Al rules. “The current status quo would result in parallel framework, and one
of these frameworks, which is the MDR, is highly regulated already and already certifying these
products. The other is being built,” said Flora Giorgio, head of the medical devices at DG
SANTE, adding that the EU can’t afford delays and risking devices not being available on the
market.

Delegated acts on well-established technologies

Two delegated acts on well-established technologies (WET) under the Medical Devices
Regulation have been published on 29 June 2026 in the Official Journal of the EU.

Well-established technologies are relatively simple devices, with common and stable designs
that don’t evolve much, well-known safety and clinical performance characteristics, and a long
history on the market. The delegated regulations published today expand the list of WET
devices under the Medical Devices Regulation. This will make certain requirements more
proportionate for devices on that list, to reduce the burden on manufacturers, in line with the
Commission’s simplification agenda. The list of WET devices included in these delegated acts
was developed in 2025 by a dedicated Task Force of national experts from the Medical Device
Coordination Group (MDCG), following a call for evidence that allowed stakeholder input. Now
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that the implementing acts have been published in the Official Journal, they will enter into force
in 20 days' time.

¢ Commission Delegated Regulation (EU) 2026/1451 of 20 March 2026 amending
Regulation (EU) 2017/745 of the European Parliament and of the Council as regards
the list of implantable devices and class Ill devices exempted from the obligation to
perform clinical investigations.

o Commission Delegated Regulation (EU) 2026/1359 of 20 March 2026 amending
Regulation (EU) 2017/745 of the European Parliament and of the Council as regards
the list of class llb implantable devices exempted from the obligation to perform an
assessment of the technical documentation for every device.

Health Technology Assessment

First Joint Clinical Assessment

On 9 June 2026, the first joint clinical assessment (JCA) report under the EU’s health
technology assessment framework was published, presented by the European Commission
as a turning point for patients, healthcare systems, and innovation in Europe.

SANTE - First Joint Clinical Assessment report marks a milestone.

HTA: Member State Coordination Group

The 20th meeting of the Member State Coordination Group on Health Technology Assessment
(HTACG) set up by Regulation (EU) 2021/2282 was held on 22 June 2026 in Brussels.

DG SANTE Director of Digital, EU4Health and Health systems modernisation, Marco Marsella,
delivered a welcome address, congratulating the HTACG for the completion of the first joint
clinical assessment published on 9 June 2026. The Director also stressed that the joint clinical
assessment is a tool to facilitate national decision-making on pricing and reimbursement.

The HTACG endorsed by consensus the unredacted joint clinical assessment reports and
summary reports on Zepzelca (lurbinectedin) and Imdylitra (tarlatamab), two orphan medicinal
products for the treatment of extensive-stage small cell lung cancer in adults. The HTACG will
now submit the endorsed reports to the European Commission for procedural review pursuant
to Article 28, point (d). If the reports comply with the procedural rules, the Commission will
publish the reports, the summary reports and the dossiers of the health technology developers
on theEuropa portal. The health technology developers will be informed about the publication.

HOPE - European Hospital and Healthcare Federation
NEWSLETTER N°242 - June 2026
Page 22 of 64


https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202601451
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202601359
https://ec.europa.eu/newsroom/sante/items/943197/en

The HTACG adopted the first recommendation for the selection of medical devices and in vitro
diagnostic medical devices for joint clinical assessment. The HTACG recommended for
selection two implantable medical devices in the medical area - circulatory system. All the
health technology developers with medical devices and in vitro medical devices in scope of the
first recommendation will be informed whether their device was recommended or not.

The HTACG discontinued two joint clinical assessments after the Commission attested that
the dossiers from the health technology developers failed to meet the requirements laid down
in Article 9(2), (3) and (4) of the HTA Regulation.

The HTACG discussed the ongoing work on the joint clinical assessment of medicines,
including the implications of a discontinued joint clinical assessment on the national level, while
the Commission recalled the legal provisions on the re-initiation of a joint clinical assessment
in the HTA Regulation.

The Chair highlighted some learning from the first JCAs timelines and assessment scope
consolidation process. The importance of assessor/co-assessor capacity in the second half of
the year was also raised.

The Chair and co-Chairs of the Subgroups for Joint Scientific Consultations (JSC), the
identification of Emerging Health Technologies (EHT), and the development of Methodological
and Procedural Guidance (MPG) provided updates on the activities and ongoing work of their
respective subgroups. Portugal informed about new legislation and the national
implementation of the HTA Regulation. The European Commission informed the HTACG on
developments of the HTA IT Platform. The Heads of HTA Agencies Group (HAG) provided an
update on its recent activities.

On 23 June 2026, the HTA stakeholder network met in Brussels for its 7th meeting first to get
an update on the implementation of the HTA Regulation and then to work on preparing the
evaluation the implementation of the HTA Regulation with breakout sessions on priorities and
practicalities to gather evidence for the evaluation.

The five health ministries of the Beneluxa Initiative member countries (Belgium, the
Netherlands, Luxembourg, Austria, and Ireland) published a statement on 10 June 2026
calling for a unified approach to access to medicines.
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LT

While Europe “remains an attractive economic and innovation hub,” “recent geopolitical
developments have highlighted more fundamental challenges to pharmaceutical policy across
Europe,” which “require a thorough overhaul.”

According to them, this would involve “closer cooperation” in the areas of pricing and
reimbursement to reduce market access delays. This would be achieved through “increased
information sharing,” “rapid adoption of health technology assessment results,” and
“streamlining of pricing and reimbursement procedures.” The ministries also advocate
“exploring collaborative approaches” in this area.

Finally, they “welcome the opening of a debate on moving towards a more demand-driven
system.” They emphasize that “experiences gained through existing regional collaborations
can facilitate this debate.” The topic will be discussed by European health ministers at a
working lunch on June 16 in Luxembourg.

According to the European Policy Centre (in a paper financed by pharmaceutical companies
AMGEN, CSL and Viatris), the EU is making a mistake in its approach to European preference
in the pharmaceutical sector.

In a note published on 2 June 2026, the EPC argues that Europe currently “risks replicating
the scenario observed in [other] sectors.” First, the researchers criticize the approach based
on relocating production. Even though there is “political momentum” in this direction, they
believe it is not justified for the pharmaceutical sector “given that the EU exports the majority
of its production.” The EU should instead focus on “the upstream conditions that determine
production decisions.” To this end, it can “more effectively leverage its regulatory framework,
as well as its digital health and industry instruments.” Another concern for the EPC is the risk
of a lack of coordination between different pieces of legislation. The regulations on critical
medicines, biotechnology, the revised public procurement directives, and the Industrial
Accelerator regulation each contain provisions relating to public procurement, developed
according to separate timetables and by different Commission departments. Without effective
coordination, inconsistent transposition into national law risks exacerbating the fragmentation
of the single market.

On 8 June 2026, the pharmaceutical and medical devices industry met again with Health
Commissioner Olivér Varhelyi, but without significant progress.

The European Commissioner for Health held a second roundtable with the pharmaceutical
industry on June 8. The secretaries-general of the main industry lobby groups (Efpia, Eucope,
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Medicines for Europe, AESGP, MedTech Europe, and Cocir) were present, along with several
industry executives.

This meeting, a follow-up to the one on 16 April 2026, allowed for a “more in-depth discussion,”
according to one participant, although it once again focused on European legislation currently
being negotiated and the impact of geopolitical upheavals, which have “once again exposed
the vulnerabilities of supply chains,” Olivér Varhelyi emphasized on LinkedIn after the meeting.
Some participants came with recommendations for addressing the pressure of the US Most
Favored Nation (MFN) policy.

EFPIA is preparing the ground for an inevitable rise in the prices of patented medicines in
Europe.

In a study published on 23 June 2026, the industry lobby shows that between 2014 and 2024,
“the €11.67 billion invested by Europe in new medicines generated more than five times that
amount in social, economic, and hospital-related savings.” However, “these benefits often
materialize over the long term or appear outside healthcare budgets.”

At the same time, “Europe continues to prioritize short-term cost-containment strategies aimed
at reducing pharmaceutical spending across Member States, rather than an investment
strategy,” EFPIA states in a press release. It highlights that “Europe spends approximately 1%
of its GDP on pharmaceuticals, compared to 2% in the United States and 1.8% in China.”

Consequently, “without a commitment to increasing spending on innovative medicines” — in
plain terms, without raising the prices of medicines that lack generic or biosimilar alternatives
— “European patients and healthcare systems will face growing delays in accessing the latest
scientific advances.” Furthermore, “uncertainties stemming from global trade and pricing
policies risk exacerbating these trends.” To address this, EFPIA proposes “streamlining
authorization and reimbursement procedures,” which should be “a shared priority for all
Member States.”

EMVO met DG SANTE on 21 May 2026. The engagement with the European Commission
covered a range of regulatory and operational topics linked to the evolving pharmaceutical
framework, including shortages monitoring, use of EMVS data, audit trail implementation, OTC
medicines, re-dispensing practices, and national implementation challenges.

A consistent message emerging from the discussion is the Commission’s preference to build
on existing systems and data sources, rather than introducing additional regulatory burdens.
In this context, EMVS is increasingly recognised as a potential asset complementing its core
anti-falsification purpose. At the same time, several areas remain open to interpretation and

HOPE - European Hospital and Healthcare Federation
NEWSLETTER N°242 - June 2026
Page 25 of 64



implementation at Member State level, creating risks of fragmentation, divergent requirements,
and operational.

The European Commission emphasised on their strong willingness to address the issue of
shortages within the new pharma package. There is a clear intend at EU level to utilise existing
data repositories (the EMVS) to support shortages monitoring. The Commission highlighted,
as an example, that Member States which do not have a dedicated shortages monitoring
system in place could benefit from the EMVS by using the already available data there. This
would also avoid the introduction of new obligations on MAHs. The Commission acknowledged
that accessibility and usability of EMVS data for national authorities will be critical to enable
uptake.

The Commission encouraged EMVO to provide a clear direction as to how this could be
approached in the best possible way and suggested opening the discussion with the Expert
Working Group to receive their input.

EMVO highlighted that the implementation will be driven at national level, with different
departments within authorities potentially acting independently. As a key issue, EMVO
underlined the limited awareness of EMVS outside FMD-focused communities.

There is a material risk of divergent national requirements, resulting in: Inconsistent use of
EMVS across Member States; Increased technical complexity; Reduced scalability and
efficiency; EMVO emphasized on the critical need to promote harmonised requirements across
Europe early in the implementation phase.

The European Commission noted that the pharmaceutical legislation is expected to be
published later this year, with certain provisions applying 6 months after. Their current focus
at EU and national level is on mapping obligations and implementation pathways.

During the discussion it became evident that there is a misalignment in understanding of EMVS
data availability. EMVO explained that previous analyses (EMA’s gap analysis) have not fully
reflected the granularity of data available at national level systems.

The Commission highlighted that some Member States expressed a strong wish to make
available unused expensive medicines to other patients in need. Based on EMVO’s
understanding and interpretation, the EMVS would not be impacted based on the proposed
wording. However, interpretation risks remain. Also, expensive medicines for cancer
treatments and other life-threatening conditions are a main target for falsification. Moreover,
proper storage conditions cannot be guaranteed which poses an additional risk to patients.
Additionally, EMVO noted that certain operational rules (e.g., the 10-day rule within the EMVS)
may create challenges in practice as some patients would not collect the medicine within 10
days or due a possible mistake by a wholesaler. EMVO highlighted that it is key to continue
monitoring developments to ensure no unintended impact on EMVS integrity.
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Civil society challenges the extension of the Supplementary Protection Certificate. Fourteen
non-governmental organizations, including the European Cancer Leagues (ECL), France
Assos Santé, and Doctors Without Borders, published a joint statement dated 16 June 2026
to ensure that the regulation on biotechnology serves innovation in the public interest.

This is indeed a crucial week for this legislation. The rapporteurs of the Industry (ITRE) and
Public Health (SANT) committees have submitted their joint report, and European health
ministers have discussed their positions at their meeting (Epsco Council). The NGOs are
specifically calling on the co-legislators to reject any extension of the Supplementary Protection
Certificate (SPC), which they argue “would prolong market monopolies and delay [patients’]
access to affordable medicines.” For them, these intellectual property protection mechanisms
do not lead to genuine innovations but can “reinforce the incentives to prioritize research and
development for commercially attractive markets, rather than for public health needs.”

For EFPIA, the biotechnology regulation will not significantly improve European
competitiveness. The European Federation of Pharmaceutical Industries and Associations
(EFPIA) has published a report produced by the consulting firm Charles River Associates
comparing the attractiveness of the European Union to that of its main international
competitors, namely the United States and China.

In a press release dated 18 June 2026, EFPIA emphasizes that, “while the biotechnology
regulation should have positive effects for the European research ecosystem, its impact on
competitiveness will be limited unless it is accompanied by measures to strengthen the
business environment.” In particular, the robustness of intellectual property is highlighted by
the Charles River Associates report as being “closely correlated with the number of clinical
trials in a country.” According to the firm, intellectual property will not be strengthened by the
regulation, despite the proposed extension of the Supplementary Protection Certificate (SPC).
EFPIA believes that further action “is needed to strengthen Europe’s competitiveness as a
recipient of pharmaceutical investments.” EFPIA argues that "if Europe wants to be a leader,
we must seize this moment to go beyond what our competitors are doing today."

The rapporteurs for the text in the European Parliament are advocating for greater European
sovereignty.

During the biotechnology forum organized on 11 June 2026 by The Parliament magazine and
sponsored by EuropaBio and Amgen, Wouter Beke, MEP for the European People’s Party
(EPP) and rapporteur for the Committee on Industry, Trade and Health (ITRE) declared that
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“The most difficult conversation will take place with the Council.” Indeed, the debate on
extending the Supplementary Protection Certificate (SPC) risks alienating Member States,
which bear the brunt of healthcare costs and are facing financial difficulties.

For Wouter Beke, “the main challenge is that, if we want to gain European sovereignty,
Member States must accept losing some of their national sovereignty.” Echoing this sentiment,
Vytenis Andriukaitis, rapporteur for the Committee on Public Health (SANT) of the Socialists
and Democrats (S&D) group, explained: “We need to change our mindset: social protection is
no longer a national issue.” "To address the challenges of financing, he stressed the
importance of considering new healthcare reimbursement schemes."

The rapporteurs for the committees on public health (Sant) and industry (ltre) have submitted
their draft joint report, dated 12 June 2026.

While Vytenis Andriukaitis, of the Socialists and Democrats (S&D) group, and Wouter Beke,
of the European People's Party (EPP), appeared to agree on many points, such as the recent
issue of European sovereignty, they have not yet reached a common position on the extension
of the Supplementary Protection Certificate (SPC) — the very point at the heart of all the debate.

Indeed, their draft joint report does not include any amendments to Article 27 of the
Biotechnology Regulation, which addresses this proposal from the European Commission.
However, the rapporteurs can still propose their own amendments until 7 July 2026, just like
any other MEP.

As a reminder, the rapporteurs of the Environment Committee (Envi) and the Legal Affairs
Committee (Juri), both from the S&D group, have positioned themselves against the extension
of the SPC.

Vytenis Andriukaitis and Wouter Beke, however, are proposing 404 joint amendments, which
aim to adopt a more centralized approach to clinical trials. They believe that “only with a clear
and harmonized framework will our ecosystem be able to thrive and be competitive with third
countries.”

The European Commission defended its extension of the Supplementary Protection Certificate
(SPC) before MEPs. During the 23 June 2026 meeting of the European Parliament’s
Committee on the Environment (ENVI), Cristina Modoran — Head of Policy Strategy at the
European Commission’s Directorate-General for Health — explained that the SPC extension
constitutes “a highly targeted and conditional tool designed to support highly innovative
biotechnological products developed and manufactured in Europe.”

The ENVI Committee’s rapporteur for the text reiterated his opposition to the measure: “More
years of monopoly do not guarantee innovation,” argued Socialist and Democrat MEP Nicolas
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Gonzalez Casares. He expressed concern that “if this SPC extension is not properly restricted,
it could benefit non-European players.” Green MEP Martin Hausling also rejects the SPC
extension, noting that “it would make bringing generics to market more difficult, resulting in
higher costs for patients and healthcare systems.” Conversely, Cristina Modoran maintains
that the proposal “helps foster the emergence of biosimilars and, in doing so, contributes to
long-term affordability.”

The European Council of Health Ministers meeting on 16 June 2026 marked the official start
of work on the biotechnology regulation. While several Member States expressed reservations
about its most controversial measure, namely the extension of the supplementary protection
certificate, most remained vague in their position.

Indeed, during the roundtable discussion on the biotechnology regulation, the health ministers
who spoke endorsed the Commission's position, which held that this text must address a
competitiveness issue.

For Nina Warken, Germany's Federal Minister of Health, “biotechnology is the engine of
innovation for the European health sector, particularly for the pharmaceutical industry. In order
to fully exploit Europe's innovation potential and develop it internationally, it is urgent to support
and strengthen the biotechnology sector.”

Beyond this largely consensual observation, the real question is identifying the solutions.
Among them, the Commission's flagship proposal is to extend the Supplementary Protection
Certificate (SPC) for certain biotechnology products by one year. This proposal has been a
subject of debate in the European Parliament since the beginning of its work on the text and
has also caused some controversy within EPSCO, although most ministers have not taken a
clear stance on the matter.

Malta's deputy ambassador, Christopher Farrugia, feared that this extension of the Standards
Protection Code (SPC) will delay the market entry of biosimilars. This measure, which ensures
non-competition in the market for these products, often less expensive for the certificate holder,
would indeed mechanically postpone their arrival.

He was joined by Austria, whose Federal Minister of Health, Katya Ivkova, stated: “The EU
already has a comprehensive system for the protection of intellectual property.” Italy, for its
part, has opened the debate on the compensation that should be granted to generic drug
manufacturers. According to its Minister of Health, “it is necessary to determine what measures
regarding competition from biosimilars are needed to compensate for [the extension of the
SPC].”

However, the entry of biosimilars onto the market allows healthcare systems to make
significant savings. Spanish Minister Monica Garcia Gémez, who said she is studying the
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Commission's proposal very carefully, expressed concern: “We wonder whether the cost that
healthcare systems will have to bear is acceptable for an incentive that goes beyond their
means.”

The financial question was also central to the remarks of Katarzyna Kacperczyk, Polish
Undersecretary of State for Health, who expressed reservations about extending the SPC: “In
our opinion, it is not certain that this tool is appropriate for achieving the objectives of the
European Union's industrial and biotechnology policy.”

“In addition to its concerns for the biosimilars sector, Malta was particularly critical of the
measure: “We are reluctant to directly channel taxpayer money to an industry that refuses to
supply smaller markets or expects us to pay higher prices than larger Member States,”
explained Christopher Farrugia.

The lack of a proper impact assessment was also noted, notably by France. For Cyril Piquemal,
Deputy Ambassador, “an impact study would be necessary to assess the effectiveness of
extending the SPC.”

When questioned about this at a press conference, Olivér Varhelyi referred the matter to the
estimates that may have been provided during the discussions on the pharmaceutical package
or in the working document on the biotechnology regulation, published on 27 May 2026.

He added that he was not overly concerned about the funding issues raised by Member States
and urged them to consider the proposal within a broader context. Funds are indeed “extremely
limited,” given the explosion in the number of chronically ill patients in Europe and the aging
population. But for him, a systemic response is possible: “We need to reorganize our
healthcare system.” He believes, for example, that investing more in prevention can free up
funding for innovative medicines for Member States. He therefore places the extension of the
SPC within the broader framework of the health package.

According to Olivér Varhelyi, this framework was conceived and is well understood by Member
States as a response to the geopolitical context. He specifically warned of the risk of losing
opportunities in the face of aggressive trade practices by the United States.

European Preference

The requirement of production in Europe to qualify for an extension of the SPC, as stipulated
in Article 27 of the regulation, reflects a principle of European preference. In his remarks, Cyril
Piquemal called for linking European incentives to the completion of certain stages of the value
chain within the Union.

According to the French Deputy Ambassador, “this approach should permeate the entire
[biotechnology regulation], whether we are talking about strategic projects or financial
instruments.”
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Olivér Varhelyi is using this geopolitical approach to justify his pace of work. At a press
conference, he noted that “passing legislation in the European Union takes about two years,
and then another two years for implementation in the Member States.” He concluded the
EPSCO debate with these words: “We must be bold and we must be fast.”

The Irish delegation, which will hold the Presidency of the Council of the European Union from
1 July 2026, expressed its commitment to moving swiftly on the biotechnology regulation,
particularly regarding amendments to clinical trials. Her health minister, Jennifer Carroll
MacNeill, urged her counterparts to “take a stand as soon as possible, keeping in mind the
urgency [of the situation], and to share this message with [their] negotiating teams.”

The European Parliament seeks a “balanced approach” regarding the extension of the
Supplementary Protection Certificate (SPC). The measure and the conditions for accessing it
took center stage during a joint meeting of the Industry (ITRE) and Public Health (SANT)
committees on 29 June 2026.

Stine Bosse, the Renew group’s negotiator for the SANT committee, argued that incentives
should “apply to a significant number of products” to attract investment to Europe. Wouter
Beke, the EPP group’s rapporteur for the ITRE committee, warned against the risk of the
United States using a “kill switch” in the pharmaceutical sector and called for greater European
sovereignty. “Restrictive cumulative conditions risk excluding valuable innovations and
diminishing the impact on investment,” argued Kristoffer Storm, the ECR negotiator for SANT.

Thomas Van Cangh, Deputy Head of the Policy Strategy Unit at the European Commission’s
DG SANTE, noted that the extension of the Supplementary Protection Certificate (SPC)
‘comes with very strict conditions regarding where clinical research or manufacturing takes
place.” He dismissed criticisms concerning the measure's effectiveness, stating that “if it has
no impact on the location of research or manufacturing, the measure will entail no cost, as
there will be no SPC extension.”

Link.

Public procurement

Draft revision: European Commission

At the Commission level, the draft revision receives initial internal validation in June 2026. The
preparatory work on this text, whose presentation is scheduled for 1 July 2026, has received
the “green light” from the internal Regulatory Review Board (RSB). This body is responsible
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for validating the executive's legislative proposals on a technical level before they are
submitted to the College of Commissioners.

The revision of public procurement rules, led by French Vice-President Stéphane Séjourné,
aims to introduce non-price criteria, such as ‘Made in Europe’, into public contracts. It also
intends to simplify the existing framework by consolidating the public procurement provisions
currently scattered across some fifty sector-specific texts. The draft proposal from DG GROW
was sent to the other Directorates-General of the Commission for consultation then.
Commissioners debated the issue on 3 June 2026.

A first negative opinion had been issued a few weeks ago on a provisional version of the text
prepared by the Directorate-General for Internal Market (DG GROW)

The debate at the College of Commissioners on 3 June 2026 notably allowed to question the
introduction of new criteria outside price during the passage of public procurement. Social,
sustainability or European preference criteria have been raised. The application of the “made
in Europe” label to third countries with which public procurement agreements exist and which
do not discriminate against the EU was also discussed. A debate that reminds those who have
already been held inside the Commission preparing the industrial accelerator (IAA). Supporters
of free trade always want to avoid any too narrow definition of European preference. The form
of the revision of public procurement rules — the choice of a directive or a regulation — has been
discussed, as has the scope of the targeted simplification, according to the same sources.

The reform proposal is announced for 1 July 2026, but several sources at the Commission
indicate that work could be delayed. Public procurement reform will ultimately be postponed
until September to ensure greater visibility. After briefly considering rescheduling the revision
of rules governing public procurement contracts to 22 July 2026, the Commission ultimately
decided to wait until after the summer.

The indicative schedule published online on 23 June 2026 points to a presentation on 9
September. The option of a 22 July presentation was ruled out because it would not have given
the text sufficient visibility, according to the team of French Vice-President Stéphane Séjourné.
The revision aims to simplify and harmonize dozens of pieces of legislation related to public
procurement rules within the European Union. It is also intended to allow for the introduction —
in certain sectors — of a form of European preference among the non-price criteria used in calls
for tenders. The inclusion of such a criterion is a divisive issue within the pharmaceutical
industry.

Draft revision: European Parliament

In the European Parliament's Committee on the Internal Market (IMCO), the centre-right EPP
group has been assigned the file and will appoint a rapporteur.
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Commissioner Stéphane Séjourné, in charge of the case, had indicated before the European
Parliament on 2 June 2026 that he wanted to “drastically simplify things” and propose a pan-
European platform making transparency on public market offers.

Stéphane Séjourné challenged by MEPs on the definition and scope of European preference.
On 3 June 2026, the French Vice-President of the European Commission defended his
industrial accelerator for the agri-food sector, which includes a degree of European preference
in state aid and public procurement, before the three committees responsible for the substance
of the matter (ITRE, INTA, IMCO).

Many MEPs deplored the Commission's proposal to extend the ‘Made in Europe’ label to too
many third countries. This was the case for the three rapporteurs. Christophe Grudler (Renew,
ITRE) and Pierre Jouvet (S&D, IMCO) criticized the “more than 80 third countries” that would
be covered by ‘European preference’. This figure was denied by Stéphane Séjourné. The
Green rapporteur for INTA, Anna Cavazzini, also argued for a ‘restricted’ list of partners eligible
for ‘Made in Europe’.

Many negotiators shared this view within Renew, the S&D, the Greens, the radical left (The
Left), and the far right (PfE). Kathleen Van Brempt (S&D) criticized the Commission for not
providing a precise list of countries eligible for the ‘Made in Europe’ label. “This makes
Parliament's work impossible,” she fumed. Among the few dissenting voices, the Dutchman
Dirk Gotink (EPP) asked that the door not be closed to too many trading partners.

Cross-border threats

Lessons from a global review of health system resilience

On 29 May 2026, the European Observatory on Health Systems and Policies published a
policy brief entitled “Lessons from a global review of health system resilience.”

This policy brief focuses on the concept of health system resilience, emphasising its critical
role in managing both acute shocks — such as pandemics, economic crises and conflicts — and
chronic stressors like ageing populations and multimorbidity. It highlights that resilience
involves not only responding to shocks but also preparing for, recovering and learning from
them. It outlines strategies across governance, financing, resource generation and service
delivery, and expands these considering recent global challenges, including COVID-19 and
geopolitical tensions.
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The document is sectioned in two main important issues: (1) what the current state of
knowledge on health system resilience globally is, and (2) taking stock of the existing evidence,
what we can do to strengthen health system resilience further.

Lessons from a global review of health system resilience.

Publication of DG HERA Annual workplan

On 23 June 2026, DG HERA released its 2026 work plan. This plan aims to advance
implementation on the key actions set out in the Medical Countermeasures Strategy (MCM
Strategy). It includes 6 core tasks for crisis preparedness and 1 additional for crisis response:

o Enhancing capabilities for threat assessment and intelligence gathering relevant to
MCMs;

e Promoting advanced research and development of MCMs;

o Addressing market challenges and boosting the EU’s open strategic autonomy;

e Ensuring the provision of MCMs;

e Strengthening knowledge and skills;

¢ International engagement;

¢ Rapid MCMs-related crisis response to health emergencies.

Certain actions included in those tasks can be subject to changes, pending the adoption of the
contributing funding programme for 2026.

HERA 2026 Work Plan - Public Health - European Commission.

Health Security Roundtable

On 25 June 2026, the HOPE office attended a meeting organised by the European Health
Forum Gastein and the Permanent Representation of Austria in the European Union. The
roundtable was entitled “Europe’s health shield: strengthening European defence through
health security” and focused on the interconnection between health and defence.

The meeting started by a presentation from a representant of NATO, who set the scene on
what is happening and the importance of the civilian side in case of a conflict that is becoming
more concerning, especially if it is a long term one. He stated the numbers calculated in
Norway, where 70% of the civilian hospital capacity would be needed, and the concern they
share regarding the shortage of healthcare professionals.

A second presentation was made by a representant of the Council, from the Cyprus
Presidency, focusing on the work of the Council with the Commission and on the concerns
they heard and what was done.
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After the two presentations, a roundtable took place between the different representants
present regarding the scenario of a major cyberattack disabling hospital and surveillance
systems across Member States.

Input from this meeting will feed a session in the European Health Gastein Forum, taking place
28 September - 2 October 2026.

HOPE participated to the Forum for the Protection of Public Spaces that took place in Brussels
on 30 June 2026.

Following an update by the Commission on the new EU Agenda to prevent and counter
terrorism a tour de table was organised to get updates from the participants and from several
projects on protection of places followed by tour de table and discussion on identified needs
and gaps, and on available guidance and support at the EU level. It was followed by an update
on EU-funded projects and related calls.

Promotion, prevention and care

» Antimicrobial resistance (AMR)

Livestock use of antibiotics far from being under control

A new report by the UN’s Food and Agriculture Organization (FAO), published on 3 June
2026, warns that the use of antibiotics on livestock could rise by nearly a third in the next 15
years without government intervention, with potentially disastrous impacts on human
resistance to essential medicines.

Animal husbandry accounts for close to three-quarters of global use of antimicrobial
medications, and in many countries their use is poorly monitored. Some herds are routinely
dosed, and in many countries, antimicrobials are still used to increase the growth of animals
bred for meat. In the EU, the use of antibiotics for growth promotion has been banned since
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2006 but some imports have been allowed to continue. From September, the import of all meat,
dairy and eggs produced with antibiotics as growth promoters will be banned by the EU.

Nonetheless, successes in reducing the use of antibiotics in animals are in danger, fuelled by
growing global demand for meat and calls for less strict regulation. Many producers are
returning to the use of antibiotics for growth promotion, and new peak usage levels could be
reached. The FAO report warns that a continuation of current trends would result in more than
143,000 tonnes of antimicrobials being administered to livestock annually by 2040, a 30%
increase from 2019 and surpassing the previous peak of 118,000-130,000 tonnes in 2013.

Farmers and meat producers should be taught more efficient methods, which would reduce
the need for growth enhancement and make disease prevention easier. The economic impact
associated with rising antibiotic resistance in livestock, including lower production and higher
food prices, will be far higher and longer lasting than adapting to such new methods.

The FAO argues that antibiotic effectiveness should be regarded as a global public good and
governments should act to prevent the overuse of key medicines.

» Cancer

A webinar presented on 24 June 2026 the latest developments of the European Cancer
Inequalities Registry since the last stakeholder webinar in June 2025, including an update on
the Registry’s data tool and on the upcoming 2027 Country Cancer Profiles.

As one of the 10 flagships of Europe's Beating Cancer Plan, the European Cancer Inequalities
Registry aims to identify trends, disparities and inequalities between Member States and
regions. It helps Member States to identify gaps and shortcomings in cancer care and
prevention, guiding targeted investments at EU, national and regional level. The Registry
process was launched in February 2022 and reached several milestones:

e Launch of the ECIR Data Tool in February 2022, which allows users to explore cancer
inequality indicators in an interactive way;

e Publication of the Country Cancer Profiles in 2023 and 2025, with an upcoming third
edition in 2027;

e Publication of the EU Analytical reports in 2024 and 2026.

These key deliverables are complemented by research on specific cancer inequalities, such
as the study on socio-economic inequalities by the International Agency for Research on
Cancer. The final activities of the study on socio-economic inequalities in cancer mortality were
also presented.
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» Cardiovascular

The Public Health Committee adopted its report on cardiovascular health. It voted on its
compromise amendments on 24 June 2026.

The Socialist and Democrats (S&D) rapporteur Romana Jerkovi¢ welcomed the adoption of
this report, but with a hint of regret. She would have preferred “a more ambitious approach in
certain areas, particularly regarding tobacco and alcohol,” as reflected in her initial report. A
disappointment shared by the shadow rapporteur for The Left, Sebastian Everding, who said
that “during the negotiations, industrial interests seem to have carried more weight than public
health considerations.”

For the fictitious Renew rapporteur, Veronika Cifrova Ostrihofova, “despite difficult
negotiations, we secured a strong report with a clear focus on prevention, healthier lifestyles,
and better protection for children.” For his part, Michele Picaro, the shadow rapporteur for the
European Conservatives and Reformists (ECR), is pleased: “On tobacco, an important
principle has been recognized: different products can have different risk profiles, and public
policies need to take that into account.”

» Health Promotion

HOPE was invited to participate on 30 June 2026 in the workshop for national experts and
stakeholders organised as part of the European Commission's study on the discontinuation of
seasonal time changes.

The Directorate-General for Mobility and Transport of the European Commission (DG MOVE)
has launched a study to inform decision-making on the Commission proposal of 2018 for a
Directive discontinuing seasonal time changes.

The study is being conducted by a consortium composed of Ecorys, Capgemini, Stratec and
CE Delft on behalf of the Commission and is expected to be concluded by the end of 2026.
The overall objective is to provide further evidence concerning the impacts of a collective
discontinuation of seasonal time changes and an evidence base for further discussions on the
file.

The workshop provided an opportunity to learn about the work that has already been
undertaken, and to exchange on identified preliminary impacts for sectors under the
assessment, including public health, transport, energy, environment, network industries,
internal market, constructions, public safety, tourism, agriculture, animal welfare, and
education.
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> Safety at work

On 23 June 2026, the Cyprus Presidency reached a provisional deal with the European
Parliament n rules aimed at protecting workers in the EU from exposure to hazardous
substances that could cause illnesses such as cancer or asthma. The sixth revision of the
carcinogens, mutagens and reprotoxic substances directive (CMRD) updates the EU’s health
and safety legislation with a view to strengthening protection against exposure to hazardous
substances in the workplace.

The provisional agreement will now have to be endorsed by the Council and the Parliament. It
will then formally be adopted by both institutions following legal-linguistic revision.

Link.

Digital

» Cybersecurity

3rd meeting of Health Cybersecurity Advisory Board

A physical meeting of the Health Cybersecurity Advisory Board took place in Brussels on
Commission premises on 11 June 2026. Hosted by Raluca Stefanuc (Deputy Head of Unit at
the European Commission’s DG CNECT — Cybersecurity and Digital Privacy Policy), the event
granted the members of the board the opportunity to meet in person for the first time and
exchange views on the most recent health cybersecurity-relevant EU policy developments.

Updates were provided by Commission representatives and ENISA (European Cybersecurity
Agency) including on the Cybersecurity Act 2, targeted NIS2 amendments, Digital Omnibus
and the Medical Devices/InVitro Medical Devices Regulations review.

Ms. Stefanuc explained that the simplification measures contained in recent Commission
proposals not only responded to calls by the industry for easing the administrative and cost
compliance burden, but they were also to ensure that critical medical devices did not disappear
from the EU market and that companies felt able to invest in data-driven innovation that would
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ultimately benefit patients. In the cybersecurity realm, it remains to be seen how the discussion
around the proposal for a single-entry point for reporting will evolve.

In addition, some members of the group presented their work in the cybersecurity realm, with
a focus on tech security and broader research initiatives. This included information about:

key findings of the 2025 Health-ISAC report describing the evolution of cybersecurity
trends, including the types of attacks and actors;

cybersecurity collaboration in the Danish healthcare sector, one of several initiatives
under the Danish national strategy. This includes tools enabling every hospital in the
country to identify potential threats, as well as a “cyber alarm” for small GP practices —
a targeted alert to stimulate action, which will be expanded to specialist clinics and
pharmacies and could even become a model for other countries to implement
Updates on the XShare and XiA projects funded by the EU, the former having
developed the “Yellow Button” enabling expedited sharing of health data in the common
EEHRXxF format, the latter providing training materials for healthcare professionals and
health IT developers to bridge the skills gap in areas like digital health interoperability
standards, ethics, security, and privacy, with a strong focus on the GDPR and EHDS.
A summary of research on the regulatory challenges of medical devices cybersecurity
by KU Leuven researcher Elisabetta Biasin, who highlighted that regulatory
challenges have been palpable for the last ten years, with the latest EU legislative
proposals adding further emerging challenges

An update / forecast on the EU Cybersecurity Action Plan for Hospitals and Healthcare
Providers, broken down into a three-year forecast of actions (notably, with a strong
focus on sustained awareness-raising based on ENISA’s 2025 Cyber Hygiene in the
Health Sector publication. Regarding the still outstanding Action Plan
recommendations, the Commission explained that it required further time to reflect on
them in the context of the proposed simplification measures and the Cybersecurity Act
2.

The Commission’s stakeholder consultations on the Action Plan concluded that the focus
should lie on further developing certain scalable priority areas (including Al developments) and
ENISA’s catalogue of services, in line with available resources, which ultimately will depend
on the final outcomes of the legislative cybersecurity files initiated.

The publication of the 2026 ENISA NIS360 report was also mentioned, with findings reiterating
the need for sustained support for the healthcare sector. ENISA’s 11th eHealth Security
Conference is scheduled to take place on 7 October 2026 in Nicosia, Cyprus.
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> Artificial Intelligence (Al)

Structured dialogue on Al in healthcare delivery

On 18 June 2026, under the auspices of the European Commission, a structured dialogue
collected stakeholders’ views on the implementation of the Apply Al Strategy in the healthcare
sector. Following an update provided by Commission heads of unit Saila Rinne (DG CNECT)
and Fulvia Raffaelli (DG SANTE), the consultation part solicited participants’ inputs through
three short, moderated discussions, interactive slido polls, and written comments posted in the
meeting chat. These channels allowed stakeholders to provide answers to five guiding
questions:

1. In which use cases does Al have the most potential to improve healthcare delivery?

2. Which barriers most often prevent Al solutions from moving from pilot to routine use in
healthcare settings?

3. Which enablers would have the greatest practical impact for Al deployment at
healthcare provider level?

4. Which barrier remains the most difficult to overcome despite existing initiatives and
support mechanisms?

5. How can existing policies, funding, and support frameworks be improved to better meet
the needs of both Al providers and healthcare systems?

While HOPE and others highlighted the multifaceted positive potential of Al and robotics that
can be harnessed to improve healthcare delivery and patient safety, and to render important
administrative and care functions of hospitals and healthcare services more efficient (including
the various solutions piloted by the HosmartAl project, in which HOPE was a partner), this
was also a chance to stress that Al deployment across European hospitals and healthcare
services remains very fragmented and that Al-specific human and financial resources, skills
and processes are broadly lacking. Moreover, building trust and ensuring a high level of
security is becoming an important prerequisite at a time when Al is increasingly being misused
for cyber-attacks, manipulation and disinformation activities launched by malicious actors,
including state actors.

Other barriers mentioned at the event were poor data quality resulting from data silos /
incompatible systems (often legacy systems) and associated bias, insufficient governance and
operational mechanisms to integrate Al in healthcare settings, the growing difficulty to interpret
data and exercise competent human oversight, and the need to protect sensitive personal data
and rights. Al can also disrupt workflows, e.g. when it creates an additional administrative
burden for already overstretched professionals or clashes with established routines.

The Apply Al Strategy aims to overcome these barriers by implementing targeted measures to
integrate Al in key industries including healthcare, increasing Europe’s technological
sovereignty, and creating coordination networks like the Apply Al Alliance, of which HOPE is
nominally a member. Responding to calls for greater dialogue on the enormous investments
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expended to boost Al in healthcare and across major industries, this online dialogue provided
a welcome opportunity for undertaking a ‘reality check’ on the results of EU-funded initiatives
and projects.

Council and Parliament approve Digital Omnibus on Al

Following the provisional agreement reached between Council and the European Parliament
on 7 May 2026, both institutions’ final approvals to amend certain parts of the Al Act as part of
the European Commission’s Omnibus VII digital package were obtained in June. The EP vote
on 16 June passed with 423 votes in favour, 57 against and 174 abstentions, while Council
voted in favour of the new rules on 29 June 2026.

This means that the application of certain parts of the Al Act, to ensure that the necessary
standards and support measures are in place, will be postponed. The new deadlines to meet
obligations on high-risk Al systems are as follows:

e from 2 December 2027 for stand-alone high-risk Al systems;
o from 2 August 2028 for Al systems embedded as safety components and covered by
EU sectoral legislation on safety and market surveillance.

The Digital Omnibus law also delays the application of watermarking obligations on Al-
generated content until 2 December 2026 for systems placed on the market before 2 August
2026. By this time, Al-generated content will have to be labelled in a machine-readable way to
increase transparency.

Other changes to the Al Act include:

¢ the removal of overlapping requirements on Al for machinery products by clarifying that
they only need to comply with sectoral safety, while ensuring an equivalent level of
health and safety;

e a clearer definition of what qualifies as a “safety component”, meaning that products
with Al functions that only assist users or optimise performance will not automatically
face high-risk obligations, if their failure or malfunction does not pose health or safety
risks;

o the possibility to process personal data where strictly necessary to detect and correct
biases, with proper safeguards, in both high-risk and non-high-risk Al systems;

e the extension to small mid-cap enterprises (SMCs) of SME exemptions from certain
rules to support their growth;

e streamlined enforcement of certain general-purpose Al systems within the EU’s Al
Office.

HOPE - European Hospital and Healthcare Federation
NEWSLETTER N°242 - June 2026
Page 41 of 64



» European Health Data Space (EHDS)

Implementation Dialogue with EU Health Commissioner

On 10 June 2026, upon invitation by EU Health Commissioner Olivér Varhelyi, HOPE
participated in an EHDS Implementation Dialogue alongside +/-15 other participants
representing the healthcare / med tech industries, researchers, healthcare providers and
patients (with industry representatives in the clear majority). The purpose of the meeting was
for the Health Commissioner to receive first-hand information about the key challenges and
innovation opportunities as seen by leading members of the health stakeholder community
closely involved in the practical realisation of the EHDS.

In his opening, Commissioner Varhelyi framed the meeting in the context of putting EU legal
obligations into practicable rules for EHDS stakeholders by way of future Implementing Acts,
identifying obstacles, and exploring avenues for collaboration and ‘simplification’.

During the dialogue, four questions were split into two rounds of consultations (the first focusing
on challenges, the next on the best way forward), during which the participants were requested
to convey their principal messages in two minutes:

Challenges

e Which steps are you taking to be compliant when the EHDS Regulation becomes
applicable?
¢ What are the main challenges you are expecting ahead of the date of application?

Way forward

e Which are the main actions needed to facilitate and simplify the upcoming
implementation of the EHDS Regulation and foster innovation?

o What actions outside of the EHDS will be important to contribute to greater efficiency
and competitiveness in the field of digital health?

Among other points, HOPE informed the Commissioner of several concerns expressed by the
members of HOPE’s Digital Health Network, including very limited financial resources, health
professional and skills shortages, tight EHDS implementation deadlines, uncertainty over
technical specifications and required modifications due to the late publication of Implementing
Acts, and managing data flows between fragmented systems lacking standardised data, which
complicates hospitals and healthcare services ability to adapt to EHDS common terminologies
and generate data in the European Electronic Health Record Exchange Format (EEHRXF).

HOPE also highlighted its information relay function as an EU umbrella network, on the one
hand keeping national hospital and healthcare services associations informed about EU policy
developments and compliance obligations, fostering exchanges with each other, and sharing
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results from EU projects, on the other hand collecting relevant real-world inputs from members
regarding implementation gaps, needs, and opportunities.

The importance of linking up the EHDS preparation and implementation effort with fast-moving
cybersecurity and Al developments, keeping an eye on the national implementation of NIS2,
and ensuring EU added value was also underlined.

Finally, HOPE stressed the need to include additional EHDS implementation funding in the
2028-2034 MFF, ensure continued implementation dialogue and support to the Member States
and healthcare stakeholders (via a ‘TEHDAS3’ Joint Action and the future EHDS Stakeholder
Forum), the need for a data quality strategy and detailed implementation guidance (e.g.
protocols for data collection), and to clarify responsibilities arising from the interplay between
the EHDS and other health data-relevant EU legislation.

Industry representatives, unsurprisingly, spoke in favour of further simplification measures as
part of the Medical Devices/In Vitro Medical Devices review, strong protection of IP rights and
trade secrets, and being able to access vast amounts of standardised electronic health data
for the training of health Al models. They deplored legal uncertainties, unclear definitions, and
the potential operational burden caused by the scope of EHDS secondary health data use
purposes, asking for greater involvement in EHDS governance and dialogues.

Academic and technology research stakeholders emphasised the importance of ensuring that
a well-governed, secure EHDS could advance research; clear benefits and incentives needed
to be articulated as otherwise development could be uneven and fragmented. Collaborations
between researchers, healthcare providers and industry could stimulate federated data
sharing, establish fair data models, and generally help healthcare providers to implement the
EHDS in practice.

The representatives of university hospitals, patients and doctors echoed some of HOPE'’s
concerns, in addition calling for the recognition of data rights for researchers and user-friendly
EHDS tools (EUHAlliance - European University Hospital Alliance), flexible training tools,
strong national and EU coordination, including implementation roadmaps and feedback loops
from secondary uses to doctors (CPME - Standing Committee of European Doctors), as well
as investments in digital health literacy and involving patients and the public in future EHDS-
relevant decisions (EPF - European Patients’ Forum).

A shared concern appeared to be around the need for more and tailored guidance (also
regarding the interplay of EU digital legislation), as well as greater harmonisation of technical
and data standards and formats to counter the risk of fragmented EHDS implementation.

Commissioner Varhelyi closed the dialogue by stating he agreed with the comments on trust,
after all people should also use the EHDS for their own health improvements. He recalled that
the EHDS represented a new tool that would gradually evolve over time, hence he counted on
the participants’ continued support also during the implementation phase.
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» Digital health

EU Tech Sovereignty Package released

On 3 June 2026, the European Commission released its long-awaited European Technological
Sovereignty Package, a set of measures to strengthen Europe's capacity in semiconductors,
Al, cloud, and open source.

The package includes two legislative proposals — the Chips Act 2.0 and the Cloud and Al
Development Act — as well as the Open Source Strategy and a Strategic Roadmap for
Digitalisation and Al in Energy.

Together, these measures are meant to support Europe's Al Continent Action Plan,
strengthen its digital autonomy, and help build a more sustainable digital future offering more
home-grown choice for European consumers and businesses.

More specifically, the Cloud and Al Development Plan (CADA) aims to make it easier and
faster to deploy sustainable cloud and data centre infrastructure, and ensuring that Europe
accelerates the rollout of cloud and Al for critical sectors, while keeping the market open to
partners. It focuses on three main areas:

e Research, development, and innovation: supporting the development of next-
generation cutting-edge cloud and Al technologies, notably for frontier Al, industrial Al
and physical Al; introducing ‘grand challenges’ to drive future R&D&I efforts to achieve
these objectives; and ensuring adoption of cloud and Al in strategic industrial and public
sectors through national cloud and Al strategies in Member States, and the Experience
and Acceleration Centres for Al.

o Capacity: at least tripling the EU’s data centre capacity within the next 5-7 years;
simplifying and accelerating permitting and deployment of data centres; improving
access to key resources such as energy, land, water and financing; ensuring sufficient
computing capacity to support Al, cloud services and data-intensive applications.

e Autonomy: introducing a single EU-wide sovereignty framework to assess cloud and
Al sovereignty; accelerating the roll out of cloud and Al for critical sectors while ensuring
the vast majority of the market remains open to partners; promoting EU added value of
cloud and Al, rewarding contributions to EU-based innovation and supply chain
resilience; establishing a common EU-level procurement framework for public
administrations to leverage their joint purchasing power; promoting open source
solutions to reinforce resilience.

The CADA defines cloud and Al sovereignty comprising four assurance levels, to be used by
public sector bodies based on their risk assessments. Cloud service providers can be
recognised under this framework by Member States, after undergoing an audit.

o Level 1: where data is processed and stored in infrastructure located in the Union;
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o Level 2: where providers must demonstrate independence from third countries and
transparency over their software supply chain;

e Level 3: where providers must be owned and controlled from the EU and meet
additional criteria, such as personnel citizenship. The Commission can recognise third-
country providers;

e Level 4: where providers have full transparency and control over their software supply
chain and no interference from a third country.

The EU Open-Source Strategy promotes European open alternatives to non-EU proprietary
solutions in critical domains. It aims to strengthen Europe’s open digital ecosystems by
supporting the development, scaling, deployment and long-term sustainability of open-source
technologies across public and private sectors.

The publication of the package comes at a time when Europe remains heavily dependent on
suppliers outside the EU for core digital technologies while demand for computing capacity is
rising sharply with the spread of Al. It is designed to reduce structural dependencies and make
sure Europe can develop, deploy, and secure the technologies Europeans rely on.

Public hearing on digital health

HOPE followed a public hearing held at the European Parliament on 24 June 2026, titled
“Digital Health: Preparing Healthcare Systems for the Future.” Organised by the EU
Parliament’s Committee on Public Health, the hearing included two sessions, the first focusing
on Al, the EHDS and the potential of biotechnology, with a presentation by Maciej Malawski,
(associate professor at AGH University of Science and Technology, Krakow), the second
exploring medical devices and advanced medical technologies, featuring presentations by
Sarada Das (Secretary-General of CPME - Standing Committee of European Doctors) and
Andrea Luca (Medical Director at Galeazzi Sant’Ambrogio Hospital, Milan).

Prof. Malawski highlighted Virtual Human Twins as one area where the potential of data-driven
Al and simulation models could be harnessed. An essential prerequisite, however, is the
availability of adequate supercomputing infrastructure in Europe. He also referred to the
pioneering work of certain Al companies (e.g., HeartFlow, FEops) and EU-funded projects
(e.g., GEMINI, ThromboRisk) whose innovations supporting various clinical areas are not
available for deployment / reimbursement on the European market.

It is becoming increasingly obvious that Al adoption surpasses regulators’ ability to adapt to
innovation. To take advantage of this innovation potential and ensure that Al models can be
trained on the best available data, he argued that data sharing should be incentivised, and a
federated model for sharing should be adopted. A key problem holding back Europe is the lack
of interoperable data-sharing. At the same time, Malawski stressed the need for greater
European sovereignty since foreign companies or governments could block access to their
tools. He cited the establishment of European Gigafactories and the European VAT Initiative
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as steps in that direction. Finally, he issued a call supporting the translation of research results
to care so that patients could benefit faster from innovation.

During the ensuing Q&A round, MEP members of the Public Health Committee voiced many
concerns and formulated clarification questions. These included interesting remarks on the
extent to which the Al regulatory framework should be made more flexible given the particular
sensitivity of healthcare data (Tomislav Sokol, EPP, Croatia); the effectiveness of Al as an
orientation tool for selecting the most appropriate form of patient care (Laurent Castillo, PfE,
France); how to best tackle Al ethical dilemmas that can create widespread mistrust, and how
to ensure the cybersecurity of Al solutions (Aurelijus Veryga, ECR, Lithuania); the perils of Al
decision-making in clinical environments, potentially generating “convincing, but inaccurate”
hallucinations (Ignazio Marino, Greens/EFA, ltaly); the possibility that digital tools result in the
deskilling of healthcare workers relying on digital tools, Al's potential to help fix the health
workforce crisis, and lack of data on women (Catarina Martins, GUE/NGL, Portugal); ensuring
fair mechanisms for patient opt-outs and lodging objections in the EHDS (Gerald Hauser, PfE,
Austria); and how to best deploy Al to stimulate the shift from reactive treatments to preventive
care in EU health systems (Romana Jerkovic, S&D, Croatia).

Prof. Malawski did not address these directly, but he pointed, inter alia, at the benefits of
working with anonymised data to address growing privacy concerns, the need for concrete
incentives for hospitals to actively engage in data-sharing and be able to procure interoperable
systems, as well as for creating large-scale data repositories to avoid Al bias and poor-quality
outputs.

In her presentation, Ms. Das (CPME) explained the many reasons why the EU digital health
policy landscape is difficult to navigate for doctors, noting there were many inconsistencies,
gaps, and open questions, not least since health was not always the main driver for innovation,
Al being but one example where discussions led by other sectoral interests obscured
healthcare-specific needs. She stated that, for European doctors, it was important to safeguard
that Al deployment was safe and effective, and that healthcare professionals’ and patients’ real
needs were addressed. Coherent and clear answers to important stakeholder concerns, such
as professional liability, ethics, data protection and privacy (incl. patient consent and opt-outs),
training, additional tasks and costs arising from data-related tasks, long-term investments and
certification needed to be provided by EU and national policymakers, noting that the success
of the EHDS depended on these.

She also regretted the lack of impact assessments performed for key digital dossiers, which
prevented having a full picture of the situation reflecting real-life conditions and challenges.
She added that for doctors, it was especially important to have user-friendly, fully functional
technologies at their disposal that integrated well into workflows and supported — rather than
encumbered — clinical practice. Das also seized the opportunity (in line with the Joint Statement
of CPME and HOPE) to reiterate the need for high standards for medical devices as this would
ensure that Al aspects could be adequately addressed, ultimately also providing legal certainty
for the medical technology industry. Attempts to weaken the regulatory framework relevant to
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healthcare Al and digitalisation (including certain provisions contained in the Digital Omnibus
package, the MDR/IVMD review, Digital Fairness Act, and Biotech Act) could ultimately
backfire if quality of care and patient safety were compromised.

In contrast, the final speaker, Dr. Luca presented a virtual reality training platform developed
in ltaly that aimed to improve “affordable, immersive, and democratic” access for surgeons and
other healthcare professionals to a range of relevant skills, from basic to complex surgery
competencies. This platform aims to standardise training in this area by providing safe, high-
volume remote skills acquisition while creating an immersive digital ecosystem at the same
time, enabling opportunities for exchanges on- and offline. Luca underlined this was becoming
particularly important given the acute health workforce shortage and lack of new specialists
entering the profession.

The second round of Q&A triggered further comments by MEP on patient-centric Al and tech-
relevant protocols to be followed by healthcare professionals (Elena Nevado del Campo, EPP,
Spain); the importance of maintaining a strong patient-doctor relationship in digital times
(Vytenis Andriukaitis, S&D, Lithuania); the intention to use the Biotech Act to counter the
negative effects of the US administration’s policies on the EU pharma industry and on patients
(Stine Bosse, Renew, Denmark); possibilities for rapidly scaling up Al innovation to maintain a
leading position for Europe’s med tech industry on the global market (Oliver Schenk, EPP,
Germany); and democratising Al investments to reach all patients, including vulnerable groups
(Catarina Martins, GUE/NGL, Portugal).

In their respective responses to these issues, Ms. Das noted that Al liability concerns have
been put on hold at the EU level, but that the Al Act contained important obligations for all
actors, including data holders. Previously, CPME referred to Al as “augmented intelligence” to
emphasise its supporting role; the doctor-patient relationship would continue to remain the gold
standard. Dr. Luca, meanwhile, stressed the importance of training and educating healthcare
professionals and patients on the value of digital tools and their concrete uses, and to ensure
that everyday improvements could become palpable.

Accompanying the public hearing, the Parliament’s think tank released a new infographic that
places digital health solutions in the context of demographic change, its impacts on health, and
the rising pressures experienced by European health systems. Digital tools can help improve
prevention, diagnosis, treatment, and system efficacy, while also supporting research and
innovation.

2026 State of Digital Decade package

The European Commission’s fourth State of the Digital Decade report was released on 17
June 2026. The report shows that, although Europe has made progress on its 2030 digital
transformation targets, such as secure and sustainable digital infrastructures and the
digitalisation of public services, the challenge to deliver results at scale, speed and consistency
persists.
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Significant gaps remain in foundational technologies, computing capacity, cybersecurity,
advanced digital take-up, digital skills, and scale-up capacity. The progressive phase-out of
the EU’s Recovery and Resilience Facility (RRF) also creates arisk of investment discontinuity.

Released in parallel, the latest Special Eurobarometer on the Digital Decade reveals that
an overwhelming majority of Europeans rank digital policy as a top EU priority. They are
strongly supporting a more autonomous European digital future.

The Digital Decade Policy Programme serves as the EU's strategic compass for advancing
and investing in Europe's digital competitiveness and sovereignty. The report evaluates
progress made by the EU in its digitalisation effort across the board, including critical
infrastructures, digital skills, and public services. This year, the report goes beyond
stocktaking, outlining priority reforms and investments at EU and Member States level to try to
guide digital funding allocations in the next EU Multiannual Financial Framework.

Environment and climate

EEA adaptation

On 11 June, the European Environment Agency (EEA) released three new products dedicated
to climate resilience. The two publications cover climate resilience efforts that span the full
range of governance levels — from country level down to Europe’s smallest communities — and
are accompanied by a new interactive platform consolidating the EEA’s knowledge base on
extreme weather events.

o Climate resilience in Europe, 2025 - progress and challenges.

The new EEA report presents a comprehensive assessment of national climate adaptation
policies and actions across 32 EEA member countries, drawing on the latest reporting cycle
under the EU's Governance Regulation. The report highlights the opportunity to move towards
a more coherent adaptation policy cycle where risk identification, anticipatory action, progress
monitoring and shared learning are better connected. The findings also point to the need to
strengthen enabling conditions for adaptation. That includes a more coherent legal basis for
preparedness and climate resilience at EU level. The report comes ahead of the European
Commission's expected publication of a European Integrated Framework for Climate
Resilience, due by the end of 2026.

e Small but mighty - climate resilience Europe’s small municipalities.
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This briefing showcases how Europe’s small municipalities are building climate resilience
despite size-related challenges. It is based on a literature review, case studies and analysis of
two EU-level databases and supports the implementation of the EU climate adaptation
strategy.

e Interactive platform: Climate impacts and preparedness in Europe.

The EEA also launched a new online platform bringing together its full body of evidence on
extreme weather events driven by climate change. The platform covers heatwaves, floods,
droughts, and wildfires — the hazards causing the greatest harm to people, ecosystems, and
economies across the continent. It also presents data, projections and adaptation examples
through interactive maps, indicators, and charts.

The platform makes clear the scale of what is already under way. Weather- and climate-related
extremes caused economic losses estimated EUR 822 billion across the EU between 1980
and 2024, with the last four years each ranking among the five costliest on record.

Wastewater EPR

On 18 June 2026, after two postponements, the centre-right and the far right secured a victory
in the plenary session on the Wastewater REP. The Parliament is therefore calling for a new
study and a pause. The European People’s Party (EPP) and the ultra-conservatives of the
ECR secured a majority alongside the far right (PfE and ESN) to push through their
amendments (here and there) to the draft resolution originally tabled by the other side of the
chamber (Renew, S&D, the Greens, and the Left). Opposed to suspending the implementation
of the Extended Producer Responsibility (EPR) scheme, the liberals and the left therefore did
not support the final text but were not numerous enough to reject it. The resolution, which calls
on the Commission to reassess the EPR (the list of pollutants, the cost of clean-up and the
impact on the availability of medicines) by the end of 2026 and to suspend its implementation
in the meantime, was passed with 294 votes in favour, 245 against and 28 abstentions.

Commissioner Jessika Roswall has taken note of the vote and continues to emphasise
implementation. Without going into further detail on the follow-up to Parliament’s resolution,
the Commission adds that “speeding up the adoption of implementing acts and guidelines,” to
which Jessika Roswall had committed herself to the Member States two days earlier on 16
June 2026, “is in any case an integral part of this process.” In particular, the Commission is
preparing an implementing act to assist Member States in deciding on applications for
exemptions from the Extended Producer Responsibility (EPR) scheme, where producers can
demonstrate that the substances present in their products are biodegradable or do not
generate micropollutants. Meeting on 16 June in Luxembourg as part of an EPSCO Council,
nineteen health ministers did indeed endorse (in writing or orally) Germany’s position on the
implementation of the Extended Producer Responsibility (EPR) scheme to clean up
wastewater.
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Council decision on the carbon border adjustment mechanism

On 12 June 2026, the European Council agreed its position on strengthening the carbon border
adjustment mechanism (CBAM), ahead of negotiations with the European Parliament.
According to the press release, the new framework would extend the CBAM’s scope to new
products and close loopholes that may be used to circumvent the system.

In operation since 1 January 2026, the CBAM puts a price on carbon emitted during production
of imported goods in the most carbon-intensive sectors (iron and steel, cement, fertilisers,
aluminium, electricity, and hydrogen), mainly raw materials, and encourages cleaner industrial
production in non-EU countries. In its agreed position, the Council has refined the list of new
products to which the CBAM would be applied and mandates the Commission to conduct an
annual review on future downstream products that could be included. The Council also took
position on anti-circumvention measures as well as on serious and unforeseen circumstances
causing severe harm to the internal market.

Negotiations between the Council presidency and the European Parliament are expected to
start as soon as possible after the Parliament adopts its own position, and with a view to finding
an agreement before the end of the year.

Link.

Launch of new WHO Heat: Health Action Plans Guidance

On 11 June 2026, the WHO launched the second edition of its heat-health action plans. This
edition of WHO guidance on Heat-health action plans (HHAPs) supports countries in
developing, strengthening, and implementing such plans at national, regional, and local levels.
It offers an implementation-oriented framework, structured around eight core elements:
governance; heat-health warning system; populations at increased risk; communication; health
system resilience; reducing heat exposure; heat-health surveillance; and monitoring,
evaluation, and learning. The guidance also includes user action briefs for key sectors and a
public health message bank to support effective risk communication with the public. It
translates accumulated evidence and implementation experience into practical actions, tools,
and decision points for coordinated heat-health risk prevention and response.

Link.

Foresight study on climate change implications on OSH

On 18 May 2026, the European Agency for Safety and Health at Work released a foresight
study exploring how climate change and its wider impacts will influence jobs and workers’
safety and health over the next 25 years. By using scenarios to examine possible futures, it
aims to support policymakers and stakeholders to develop smarter occupational safety and
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health (OSH) policies and to help create working environments that remain safe and healthy
as climate conditions continue to shift.

Link.

A water resilience research and innovation (R&I) strategy

On 15 June 2026, the Commission opened a call for evidence on the water resilience and
innovation strategy. This strategy will aim to address knowledge and innovation gaps to
achieve the goals of the water resilience strategy and will take the format of a Communication.

The call for evidence is opened until 2 August 2026 and the Commission adoption is planned
for Q4 2026.

Link.

Recommendation on wildfires

On 29 June 2026, the Council adopted a recommendation on integrated wildfires risk
management, setting out a comprehensive framework to help member states better prevent,
prepare for, respond to, and recover from wildfires.

Link.

Policy Brief on Healthcare Preparedness in a Changing Climate

This policy brief entitled “Healthcare Preparedness in a Changing Climate” was released in
June 2026 by Climes, the Swedish centre for impacts of climate extremes.

It examines how climate extremes can affect healthcare systems and what measures can help
strengthen preparedness. The brief recommends the use of impact-based forecasting and
climate impact storylines to support prevention, surge response, and rapid recovery following
disruptive climate events. This builds on recent climes research showing that we already have
the means of producing skilful impact forecasts for climate-health outcomes and that
healthcare resilience requires context-specific, actionable future scenarios.

Link.

HOPE - European Hospital and Healthcare Federation
NEWSLETTER N°242 - June 2026
Page 51 of 64


https://osha.europa.eu/en/themes/climate-change/future-climate-change-related-developments-and-crises
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/16276-A-water-resilience-research-and-innovation-RI-strategy_en
https://www.consilium.europa.eu/en/press/press-releases/2026/06/29/wildfires-council-adopts-recommendation-to-strengthen-preparedness-and-enhance-prevention/?utm_source=brevo&utm_campaign=AUTOMATED%20-%20Alert%20-%20Newsletter&utm_medium=email&utm_id=3318
https://www.climes.se/wp-content/uploads/2026/06/EN-Policy-Brief-HEALTHCARE-PREPAREDNESS-web.pdf

EU Programmes

MFF 2028-2034: Council agrees its position on Horizon Europe

The Council has agreed to a partial negotiating position on the regulation and the specific
programme of the Horizon Europe, the tenth EU framework programme for research and
innovation.

Horizon Europe is a key element of the next multiannual financial framework (MFF), the EU's
seven-year spending plan. The partial position underscores Member State involvement in
strategic priority-setting, clarifies linkages with the European Competitiveness Fund, and
introduces controversial measures on research security and support for innovation connected
to dual-use and defense-related research.

Read more here.
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Healthcare systems comparison

Personalized medicine

On 18 June 2026, the European Observatory on Health Systems and Policies organised a
webinar on personalized medicine as a prospect for prevention, diagnostics, and treatment by
tailoring interventions to patients' genomic profiles.

However, translating discoveries into care for all is complex, and requires overcoming not only
operational and financial hurdles, but also ethical, legal, and evidence-generation challenges.

Genomic data can only be collected, managed, and used effectively if there is trust, appropriate
infrastructure, and training. This needs strong, transparent governance to balance the needs
of patients and research.

How might personalized medicine transform health systems? How can we ensure equitable
access to costly advanced therapies and diagnostics? What are the key considerations for
decision makers?

Speakers:

e Yulia Litvinova, Technical University of Berlin, European Observatory on Health
Systems and Policies, Germany (Keynote)

o Ebba Hallersjoé Hult, Stockholm School of Economics, Sweden

¢ Matteo Gentili, Toscana Life Sciences, Italy

e Joeri Boterman, DG SANTE, European Commission

This webinar drew on findings from Observatory Policy Brief 69, “Personalized medicine for
healthier populations: Key considerations for policymakers,” published in 2025. The brief
provides guidance for health system policymakers on implementing or scaling up personalized
medicine approaches, covering ethical and social implications, operational prerequisites,
reimbursement, and regulatory frameworks.

Link.

Sustainability and resilience

The Partnership for Health System Sustainability and Resilience (PHSSR), of which the
London School of Economics Health is a founding partner, has published Policy Roadmap
reports for Canada, Japan, Italy, and France, the first countries to reach this milestone.
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The roadmaps outline tangible actions to embed early intervention into routine practice,
targeting diseases that account for over 80% of all premature NCD deaths.

Link.

Longevity

Following the dialogue activities jointly organised by Age-It and Population Europe in 2025 and
2026 a discussion paper that builds on insights from these exchanges and broader research
at Age-It was published in May 2026: “Adapting to Longevity Societies: 21 Boxes to
Check.”

Paying for health

On 21 May 2026, the European Observatory on Health Systems and Policies published
“Paying for Health: Learning from International Experience in Health Financing.”

Health care financing is key in defining interactions between providers and the general
population. It determines who is required to pay for care, how much they pay, and what types
of services patients can receive. It also helps shape markets for health service providers and
innovations in service delivery, pharmaceuticals, and medical devices.

Paying for Health brings together insights from over 50 global experts to provide a vital analysis
of health care financing around the world, explaining issues related to funding both health and
social care. It explores key aspects of health financing, delving into critical policy questions
and examining strategies that shape sustainable, effective health systems.

Offering real-world examples and evidence-based insights, this essential volume equips
policymakers, researchers, and health leaders with the tools to design financing systems that
drive progress now and in the future towards universal health coverage.

Link.

Resilience

The European Observatory on Health Systems and Policies, Policy Brief 81, published on 29
May 2026, “Lessons from a global review of health system resilience.”

Key messages:

e Health system resilience is about the ability to withstand complex crises.
e Communication, collaboration and coordination across sectors and multiple systems
are essential because resilience is not just about protecting the health system and its
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performance but is embedded in broader contexts — societal, political, cultural,
environmental, and economic.

o Core capacities matter across the shock cycle and at stages of a shock.

e Strengthening resilience means improving governance and implementing integrated
approaches in practice. Coordinated action is needed within and beyond the health
system and across three interconnected areas:

e Equity must be a key consideration in resilience because shocks disproportionately
affect vulnerable and underserved populations; there is a risk that existing inequalities
are reinforced.

e Resilience must be supported by robust assessment tools, including resilience testing.
Tests need to involve a mix of stakeholders (from education, social care, emergency
services, etc.). They also need real-world scenarios. System dynamics modelling
clarifies factors affecting performance; realist reviews of the underlying mechanisms
that shape resilience support optimal strategies; and scenario-based testing using
hypothetical shocks uncovers system vulnerabiliies and prompts pre-emptive
improvement.

e Resilient health system responses can (and should) aim to transform health systems
so that they do more than preserving existing functioning and improve access, quality,
and efficiency.

Link.

Ukrainian refugees influx

As millions fled the war in Ukraine, Europe’s health systems faced a test of resilience. The
publication linked below, published 29 May 2026, summarizes the lessons from the ways in
which five countries (Czechia, Latvia, Poland, Romania, and the Republic of Moldova) coped.
It is part of a novel EU-funded initiative led by the European Observatory on Health Systems
and Policies in collaboration with the International Organization for Migration, under the
EU4Health-funded project. Resilience tests in the five countries explored how their health
systems managed, so that they could learn lessons from the shock and find levers to improve
their health system's resilience for the future. This cross-cutting report captures the insights,
challenges and innovations discussed across all five countries, offering a snapshot of health
system resilience in action.

Link.

Healthcare services for nursing home residents

The European Observatory on Health Systems and Policies published on 3 June 2026 a brief
titled “Provision of health services to nursing home residents: Policy options for Europe.”
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Key points include:

Nursing home residents need access to primary care, specialized services and
services by allied health professionals. How this is provided and paid for varies across
Europe.

Providing proactive health care on site in nursing homes — including chronic disease

management, prevention, and health promotion — helps:

o residents preserve their mobility, health status and quality of life.

o reduce avoidable hospital admissions, disorientation and distress.

The way health services are provided in nursing homes depends on the specific health

system and long-term care context (and can vary within countries). The role of primary

care - its coordinating and gatekeeping functions and how it is delivered — is particularly
important.

Models of service provision need to reflect the surrounding healthcare infrastructure

but also practical factors such as the size of the nursing home.

Critical policy choices that shape continuity, coordination and quality of care include

where health workers caring for nursing home residents are based, how they are paid

and the range of services they provide.

Different models of provision have different advantages and challenges:

o Allowing residents to keep their ‘old’ GP supports relational continuity but can lead
to infrequent visits, limited out-of-hours cover and leave homes dealing with multiple
practitioners.

o Cooperation agreements between nursing homes and a GP practice or primary
healthcare centre can offer better coverage and continuity, but depend on there
being an appropriate group practice nearby that can support backup and after-hours
care.

o GPs working as part of a multidisciplinary team can add value by supporting more
comprehensive care delivery, improving coordination and contributing to quality.

o Dedicated nursing home physicians is perhaps the optimal model and can offer
high-quality GP care and better health outcomes, but is only tenable in larger
homes. It may cost more initially but is likely to save on specialized services in the
long run.

The role of allied health professionals (and how far their services are publicly covered)

is also context-dependent but they can play a crucial role in assessments, in

recognizing specific medical needs and in offering appropriate care and rehabilitation.

Policy-makers face choices on whether nursing home residents should access health

services following the same pathways and referral mechanisms as the general

population or through tailored or expedited arrangements reflecting their special needs.

Policy changes could improve coordination and foster more equitable, better quality

and more person-centred care. Changes might usefully include:
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Link.

o Greater transparency and explicit decision-making on how nursing homes are
integrated into the broader health and social care framework.

o Robust quality assurance mechanisms and governance structures to offset the
consequences of the very different approaches to organizing and financing care.

o Strong mechanisms for integrating care and for managing the transition between
care settings, including through GP gatekeeping.

Long-term care: private equity

The European Observatory on Health Systems and Policies published on 3 June 2026 a brief
titled, “Private equity investment in long-term care in Europe: Trends, impact and policy
options.”

Key points include:

Demand for long-term care (LTC) is rising as populations age but the sector has always

been fragmented and underfunded, with many small providers making it vulnerable.

Private equity firms see the demand for LTC as a profit-making opportunity. While this

was initially a United States phenomenon it is now affecting Europe.

Private equity investment may seem appealing, but US evidence suggests it has mixed

to harmful impacts on quality of care, access, affordability, equity, and long-term

sustainability, meaning health systems do need to address its implications.

Private equity firms have specific ways of working that pose more challenges to health

systems than other forms of private ownership. These revolve around:

o Asymmetries in financial resources and command of information;

o Incentives to extract profits quickly, such as through asset-stripping;

o Increased risk of bankruptcy and facility closures, leaving residents with nowhere
else to go.

Concrete European evidence is limited but Europe’s policymakers still need to be

aware of the implications of private equity ownership and be willing to act.

There are a range of policy options that can minimize the risks associated with private

equity investment. There are regulatory options such as:

o Improving transparency including through the disclosure of company acquisitions
and ownership;

o Increasing accountability, including in the event of bankruptcy;

o Strengthening competition and anti-trust laws, including regarding below-threshold
acquisitions.

And broader strategies such as:

o Maintaining public sector ownership and public benchmark operators

o Improving mechanisms for safeguarding quality of care.

Private equity is fast-moving and regulation needs to oversee markets and
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o Be flexible enough to keep up with evolving business strategies;

o Reflect the private equity ‘lifecycle’ and consider market entry, company
registration, acquisition or association with target operators, operational changes
and exits.

o Any efforts to minimize the risks associated with private equity ownership could also
be an opportunity to address broader challenges associated with (private) LTC
provision.

Link.

Artificial intelligence

New publication on “Governing the rise of Al in healthcare: A comparative governance
document and implementation implications across five jurisdictions.”

By CHEN, J., et al: doi.org/10.1016/j.socscimed.2026.119270.

As Al increasingly reshapes healthcare delivery and innovation, global health systems face
urgent imperatives to govern its development, deployment. Drawing on 43 regulatory and
strategic documents in five jurisdictions, the study systematically assessed convergences and
divergences in national Al strategies, risk classification schemes, software-as-a-medical-
device (SaMD) frameworks, ethical oversight, and cross-border data policies.

Policy and regulatory documents on Al in health (2017-2025) were collected from health
authorities, regulatory agencies, and multilateral platforms. A structured 20-item framework
covering six domains was applied to enable systematic cross-jurisdictional comparison of
strategic vision, regulatory rigor, ethics, implementation support, global alignment, and medical
device governance.

Increasing convergence around core principles such as transparency, accountability, and
human-centric Al, particularly through the influence of international norms. However,
significant divergence remained in regulatory maturity, enforcement mechanisms,
reimbursement pathways and implementation capabilities.

While jurisdictions like Singapore and China exhibited centralized, state-led coordination,
others like the US reflected pluralistic, agency-driven models. Economic incentives, workforce
readiness programs, and post-market surveillance systems also varied widely. Conclusion The
study concluded with five recommendations for advancing Al governance: strengthening
interagency coordination, harmonizing regulatory frameworks, embedding equity and
transparency in data infrastructure, supporting institutional readiness, and fostering
international collaboration.
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Discharge from hospitals

New publication on “Policies and initiatives to facilitate timely discharge from hospitals: a
comparison of six European countries.”

By ERIKSEN, A, et al: doi.org/10.1016/j.healthpol.2026.105595.

Timely discharge of patients who are clinically ready to be discharged from hospitals to the
next point of care is a common health system challenge. Ensuring safe and effective discharge
holds new urgency, given the backlogs and increased waiting times for inpatient services in
many countries after the COVID-19 pandemic.

The study aimed to identify policy options for addressing delayed dis-charges in six European
countries (Denmark, France, Germany, the Netherlands, Norway, and Sweden), and to
summarise available evidence on their effectiveness.

Experts from the Health Systems and Policy Monitor (HSPM) network of the European
Observatory on Health Systems and Policies and additional country experts identified relevant
policies and initiatives up to November 2023. When evaluations were available, the experts
also provided information on their findings. The data collection was followed by a qualitative,
cross-country comparative analysis.

A total of 17 policies or initiatives were identified in the study countries. Hospital-based
initiatives included discharge planning and transitional care. Community and home care
initiatives included municipal emergency beds, intensive home rehabilitation, and assisted
discharge.

Cross-sectoral initiatives ranged from coordination efforts at the regional and municipal levels
to decision support systems and financial incentives.

Several common factors or principles underpin many of the identified policies and initiatives.
These include clarity of responsibility, effective planning and communication, resourcing of
community-based capacity, possible unintended consequences of financial penalties, and the
need to adopt a systemic approach.

Health systems resilience

New publication on “A method for testing health system resilience: Development, application,
and lessons learned.”

By ZIMMERMANN, J., et al: doi.org/10.1016/j.healthpol.2026.105618.

Recent adverse events, such as the COVID-19 pandemic, economic crises, conflict, migration,
and extreme weather have demonstrated how a wide range of shocks can challenge health
systems. While emergency preparedness and planning are a well-established component of
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health system governance in many countries, no methodology has existed to systematically
test the resilience of a health system to a broad range of shocks.

The resilience testing methodology is a mixed-method country-led exercise designed for policy
making. We developed this method to test the resilience of a health system. A specific shock
scenario is chosen from a broad range of possible shocks to hypothetically challenge a given
health system to its limits. The impact of the shock is assessed using the global HSPA
framework and the shock cycle framework. The process culminates in a semi-structured
resilience testing workshop that brings together policy makers, civil servants, and other
relevant stakeholders. The workshop is designed to identify key structural strengths and
weaknesses of the health system, which then can be improved through remedial policy action.
In this paper they used the RE-AIM framework to present findings from our mixed-methods
formative evaluation.

Successful approaches involved carefully selected facilitators, a diverse range of participants
performing different health system functions and support from the Ministry of Health.

Resilience testing can identify health system strengths, weaknesses, and opportunities for
remedial policy action.

Cancer risks factor among health social care workers

New publication on “Occupational exposure to cancer risk factors among health and social
care workers in Europe: results from the Workers’ Exposure Survey.”

By KHAN, M. W., et al: doi.org/10.1093/eurpub/ckag056.

Occupational exposure to cancer risk factors is an important avoidable cause of cancer. The
European Agency for Safety and Health at Work (EU-OSHA) con- ducted a Workers’ Exposure
Survey (WES) on cancer risk factors to increase knowledge on the prevalence and
circumstances of exposure to 24 known cancer risk factors and on workplace prevention
strategies in Europe.

This manuscript focusses on the human health and social care work activities (HeSCare)
sector, one of the largest occupational sectors in Europe. WES includes 24 402 telephone
interviews from 2022 to 2023 on workers in Finland, France, Germany, Hungary, Ireland, and
Spain. WES uses the Occupational Integrated Database Exposure Assessment System
(OcclDEAS) where probable exposure to selected cancer risk factors during the last working
week was automatically estimated based on workers’ answers to detailed sets of questions
adapted to the EU context.

There were 3041 workers affiliated with the HeSCare sector and almost two-thirds (65.3%)
were female. A total of 29.5% of workers were probably exposed to one or more of the included
cancer risk factors and 7.8% to two or more. The most common exposures among those
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considered were to ionizing radiation (7.4%), diesel engine exhaust emissions (6.2%), solar
ultraviolet radiation (6.1%), formaldehyde (5.2%), and benzene (4.8%). The most frequent
exposures estimated to occur at a high level in HeSCare were formaldehyde (2.3%) and
ethylene oxide (2.0%). WES provides valuable sector-specific data about exposure to the most
common cancer risk factors in occupational settings in Europe.
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Upcoming events

Cancer Screening and Prevention: Open Days in Liege (Belgium)

On Thursday 26 November 2026 Cluster projects under the HORIZON-MISS-2021-CANCER-
02 call organise an event “Cancer Screening and Prevention: From research and scientific
evidence to game changing innovation in the clinical practice” to present the outcomes and
perspectives of the Prevention and Early Detection (including Screening).

Taking place in Liege (Belgium) the Open Day aims at presenting the work developed and
results achieved within six RIA projects funded under the HORIZON-MISS-2021-CANCER-02
call of the EU, spanning across different areas of cancer research focusing on Prevention and
Early Detection. The projects were brought together in the framework of the Prevention and
Early Detection (including Screening) Cluster that was launched by EU/HaDEA and
collaborated throughout the individual implementations.

As all cluster projects are close to completion, this Open Day aims to elucidate their key
findings, experiences, and impact, setting the stage for discussion on innovative
achievements, future perspectives, and challenges towards the transformation of scientific
evidence into healthcare innovation in everyday clinical practice in oncology.

This Open Day presents an opportunity for EU stakeholders in the cancer field to engage with
the collective achievements and innovations of the Cancer Mission Cluster, discuss scientific,
clinical, and policy impact, and contribute to shaping the future of cancer research and clinical
practice across Europe and beyond. The six projects that collaborated in the Cluster are:
DIOPTRA, LUCIA, MAMMOSCREEN, ONCOSCREEN, PANCAID, and SANGUINE.

HOPE Agora 2027

The HOPE Exchange Programme 2027 will start on 3 May and end on 30 May. The registration
deadline is 31 October 2026 (see the ‘Timetable’ tab). The application forms are available in
the ‘Documents Exchange Programme 2027’ tab, where you can find other important
information. This year’s topic is ‘Digital transformation in healthcare’.

The HOPE Exchange Programme started in 1981. It now consists of a 4-week training period
intended for managers and other professionals (whatever their background is) with managerial
responsibilities. They must be working in hospitals and healthcare facilities and be proficient
in the language(s) accepted by the host country. The HOPE Exchange Programme is neither
medical nor technical; it is multi-professional.
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Since 1992, the Exchange Programme culminates with the HOPE Agora. This conference is
considered an integral part of the HOPE Exchange Programme giving the participants the
possibility to show and to discuss their observations and conclusions. Every year, as a part of
the HOPE Agora, participants present their experiences. In line with the 2027 topic, participants
will be invited to identify up to three good practices. This year, the HOPE Agora will take place in
Rome (Italy) from 28 to 30 May 2027.
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