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Horizon Europe — Cluster 1 ,Health’

EUROPE'S CHOICE

Strategic Plan 2025-27

- 6 Expected Impacts = 6 “Destinations”

- Work Programme Destinations:

B wh =

Staying healthy in a rapidly changing society
Living and working in a health-promoting environment
Tackling diseases & reducing disease burden

Ensuring equal access to innovative, sustainable, and
high-quality healthcare

Developing and using new tools, technologies and
digital solutions for a healthy society

Maintaining an innovative, sustainable, and competitive
EU health industry

POLITICAL GUIDELINES
FOR THE NEXT EUROPEAN COMMISSION
2024-2029

- Topics (Calls)

Focus on outcomes contributing to the
impacts specified per Destination

Project proposals should

» make a clear case (value proposition)

» supported by a convincing trajectory
(pathway to impact) for the project
proposal to deliver the output, promote
the outcomes described in the topic, and
contribute to the impact expected under
that destination.
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CALL 2021 + 2022 + 2023+2024 | COMPETIZIONE EU

Paesi # Partecipazione € Contributo finanziario
DE 607 334.929.137 €
NL 478 249.550.281 €
FR 350 248.961.125 €
ES 462 227.746.355 €
. 88 27me2e
* 282 161.775.843 €
BE 340 154.350.000 €
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CALL 2024 | COMPETIZIONE EUROPEA

Paesi # Partecipazione € Contributo finanziario # Rientro € Rientro

DE 85 61.246.983 € 10% 14%
FR 85 53.046.712 € 10% 12%
IT 80 46.577.038 € 9% M%
NL o) 35.873.764 € 6% 8%
ES 84 35.506.782 € 10% 8%
BE 55 29.380.159 € 7% 7%
UK 41 25.100.937 € 5% 6%
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CALL 2024 | DESTINATIONS
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MISSION CANCER 2021 + 2022 + 2023 + 2024

Coordinatori + partner

Rientro

i i

CANCER 1196 467.221.111 110 41.634.406 9,20% 8,91%

nazionale

Coordinatori

Rientro

I_II_I

CANCER 58 94.036.190 11.079.137 10,34% 11,78%

nazionale
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ANDAMENTO IT 2021-2024 Su base annua
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UNO SGUARDO RAPIDO 2021 + 2022 + 2023 + 2024
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EU Health Partnerships: 28% of the Health Cluster budget

8 co-funded partnerships planned for Horizon Europe - Cluster 1 Health

1. Partnership for the Assessment of Risks from Chemicals - PARC (2022-2029)

2. Transforming Health and Care Systems - THCS (2023-2033)

3. Fostering an ERA for Health Research - ERA4Health (2023-2030 & 2026-2033)
4. European Partnership for Personalised Medicine - EP PerMed (2024-2034)

5. European Rare Diseases Research Alliance -ERDERA (2024-2026 & 2027-2036)
6. One Health Antimicrobial Resistance — OH AMR (2025-2035)

7. European Partnership on Pandemic Preparedness (2025-2027 & 2028-2035)

8. European Partnership on Brain Health (2026-2036)

2
1.
2.

Joint Undertakings:
Innovative Health Initiative — IHI (2021-2031)

European & Developing Countries Clinical Trials Partnership — EDCTP3 (2021-2031)
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Horizon Europe

Strategic Plan 2025 - 2027

Work

Work Programme
Programme

2026-2027
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Strategic Plan 2025 - 2027

=1 The second strategic plan builds on the objectives of Horizon Europe, the
largest EU research and innovation (R&I) framework programme to date. It
sets out the key strategic orientations for R&l investment in the 2025-2027
programme period:

e acts as a compass to stay on course with the green and digital transitions;

e responds to new challenges;

e identifies current gaps in R&I funding; and

e takes into account the lessons learned since the launch of Horizon Europe
and from Horizon 2020.




Strategic Plan 2025 — 2027 - Cluster 1 — Health

a1 To improve human health and well-being and make healthcare systems more inclusive,
accessible, sustainable and resilient to cross-border health threats, demographic change and the
impacts of climate change and environmental challenges. Digitalisation and new digital
technologies are key to responding to these challenges.

=1 To improve our understanding of the impacts of climate change and environmental stressors on
people’s health and well-being supporting the development of tools and measures to protect
people from these impacts and making the health sector more environmentally friendly and
capable of dealing with climate-related issues, while reducing its carbon emissions.

21 To develop and stimulate the uptake of new technologies and digital solutions to improve
healthcare and health systems, analysing health data across borders and creating human-centred
health technologies, including the use of Al, so to improve and personalise medical care for
different patients, increasing patient safety and leading to better health outcomes and well-being.
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Strategic Plan 2025 — 2027 - Cluster 1 — Health

=1 To bring about a more resilient, fair and inclusive Europe by reducing the burden of illnesses and
disabilities on individuals and communities through better health promotion, disease prevention,
treatment, and disease management. Cluster 1 will support work to promote health equity and
ensure fair and equal access to innovative, sustainable, affordable and high-quality healthcare for
everyone, including vulnerable and marginalised communities.

a1 To strengthen Europe’s ability to prevent, detect and rapidly respond to cross-border health
emergencies by fostering advanced R&l to develop effective, safe and affordable medical
countermeasures.

a1 To increase the resilience and long-term sustainability of EU Member States’ and Associated
Countries’ healthcare systems. This involves developing systemic approaches, embedding the digital
and the green transitions, and maintaining a highly competitive health industry and a well-trained
healthcare workforce in Europe.
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Added 4 extra topics (highlighted)

HORIZON-HLTH-2026-01-STAYHLTH-03: Building public trust and outreach in the life sciences

HORIZON-HLTH-2027-01-ENVHLTH-02: Integrating climate-related exposures into the human
exposome and characterising its changes in response to climate change

HORIZON-HLTH-2026-01-DISEASE-04: Development of novel vaccines for viral pathogens with
epidemic potential

HORIZON-HLTH-2026-02-DISEASE-12: European Partnership on Rare Diseases (ERDERA) (Phase 2)

HORIZON-HLTH-2027-03-TOOL-02: Advancing bio-printing of living cells for regenerative
medicine

HORIZON-HLTH-2026-01-TOOL-03: Integrating New Approach Methodologies (NAMs) to advance
biomedical research and regulatory testing

HORIZON-HLTH-2026-01-TOOL-06: Support to European Research Area (ERA) action on
accelerating New Approach Methodologies (NAMs) to advance biomedical research and testing
of medicinal products and medical devices

HORIZON-HLTH-2026-01-TOOL-07: Establishing a European network of Centres of Excellence
(CoEs) for Advanced Therapies Medicinal Products (ATMPs) -

European
Commission




Key modifications in specific WP sections

Destination 2 - Living and working in a health-promoting environment

Clinical trials sentence adjusted for all three RIAs: CT not a main feature under this
destination, but if included, applicants are encouraged to use the template.

Topic 1 HORIZON-HLTH-2026-01-ENVHLTH-01: Towards a better understanding and
anticipation of the impacts of climate change on health - Applicants must target one
broad focus area only (NCD, mental health, or infectious disease)

HORIZON-HLTH-2026-01-ENVHLTH-04: Towards climate resilient, prepared and
carbon neutral populations and healthcare systems - link to biodiversity reflected in

topic text

European
Commission



Key modifications in specific WP sections

Destination 3 - Tackling diseases and reducing disease burden

« HORIZON-HLTH-2027-01-DISEASE-08: Development of innovative antimicrobials
against pathogens resistant to antimicrobials — now also includes Methicillin-
Resistant Staphylococcus aureus (MRSA).

Destination 5 - Developing and using new tools, technologies and
digital solutions for a healthy society

« HORIZON-HLTH-2027-03-TOOL-08: Towards Artificial General Intelligence (AGI) for
healthcare — Eligibility condition: Participation is limited to legal entities established in
Member States and Associated Countries, in order to safeguard EU strategic assets and
security (Article 22.5)

« HORIZON-HLTH-2026-01-TOOL-07: Establishing a European network of Centres of
Excellence (CoEs) for Advanced Therapies Medicinal Products (ATMPs) —
modifications to be addressed under the next agenda point

European
Commission




® Our aim is to position the EU as
the world’s most attractive place
for life sciences by 2030

Optimising the R&I ecosystem Boosting the trust,
for a globally competitive life uptake and use of life
science sector science innovation

@ @ @ 2030

Ensuring smooth and }
rapid market access
for life science
innovations




Optimising the R&I ecosystem
for a globally competitive life
science sector

Reinforcing European R&l /

» Clinical Research Investment Plan (2026)

* Network of ATMP Centres of Excellence (2026)

» Monitor the implementation of the Clinical Trials Regulation (from 2025)

 Pilot on stepwise collaborative research funding for health innovations
(2026)

Promoting a holistic approach to the life sciences

* One Health approaches in research and innovation (from 2026)
* One Health Microbiome Initiative (2026)

« Climate Change and Health R&l Agenda (from 2026)

European
Commission




Optimising the R&Il ecosystem for a globally
competitive life science sector

N Y

Unlocking the power of data and Al for breakthrough innovatio%
European Life Sciences R&l Data Assembly (2026)

Support for strategic biodata resources (2025)

Invest in multi-modal generative Al technologies in biomedical research
(2025)

Boost the European genomic data infrastructure (2026)

Life sciences as a driver for industrial sustainability

« Development and uptake of New Approach Methodologies (NAMSs) (from
2025)

 Virtual Human Twins Incubator (2025-2027)

Strengthening skills and careers for competitive European life sciences
 Life Sciences career development through Choose Europe (from 2025)

European
Commission




Ensuring smooth and
rapid market access for
life science innovations |

Y
4 @ \

Promoting innovation-responsive regulation
« EU Biotech Act (at the latest 2026)
* Regulatory simplification for medical devices and in vitro diagnostics (from

2025)
» Al-powered interactive tool on the EU regulatory landscape (2026)

Unlocking public and private investment
» Life Sciences Investors & Corporates Interface (2026)

European
Commission




Boosting the trust, uptake
and use of life science
innovation |

y
p @ \

Using public procurement to foster the uptake of innovation
» Support for procurement of life science innovation (2025)

Building public trust and outreach
» Repository of tools in responsible R&I, risk and science communication, and
pilot community engagement actions (2026)

European
Commission




Al Factories, GENAI4EU, Apply Al Strategy

EUR 500 million in applications

(GenAl4EU initiative)

D
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Flagship — Clinical Research Investment Plan




Context

Number of global clinical trial starts by region (2013, 2018-2023; Phase 1-4)

27,058

Number of clinical trials in Europe
stable, but declining worldwide
share

23,888

Asia emerging as a major location
for new clinical trials

2013 2018 2019 2020 2021 2022

Trial

StagSEXI_ 2424 2662 2622 2737 2983 2449 1978

Il North America [l Rest of Europe [l Asia (excl. JP & CN) [l Oceania
B cea I china I Japan ROW

Source: IQVIA | EFPIA-VE | Assessing the Clinical Trial Ecosystem in Europe | Final Report | August 2024
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Context

In Europe and US clinical trials are
almost evenly splitted between
commercial and non-commercial
trials

Most of the trials in China have a
non-commercial sponsor

Number of global clinical trial starts by sponsor type (2013, 2018-2023; Phase 1-4)

24 137

129 21,787

20,456

Global
/— i
2013 2018 2019 2020 2021 2022 2023
3,756 3,515 3261 6,304 561 529
Key
global
regions

23 2018 __ 2023 2018 __2023

20
€ & <

" Non-commercial Il Commercial ™ Combined

2018 _ 2023 2018

Source: IQVIA | EFPIA-VE | Assessing the Clinical Trial Ecosystem in Europe | Final Report | August 2024
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Context

Thanks to its large population, rich
genetic diversity and scientific
excellence, Europe has unique
advantages for conducting clinical
research

These advantages are not fully
exploited as most non-commercial
clinical trials are conducted in just
country
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Clinical trials authorised by sponsor type and by mononational
versus multinational trials
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Sponsor type
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Source: ACT EU - Report EU clinical trials during the 3-year CTR transition period
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Horizon Europe support for clinical trials

Horizon Europe is one of the main sources of funding for clinical research in Europe and globally. Main initiatives are
Partnerships
ERA4HEALTH: Supports academic, multi-country clinical trials
BE READY: Focuses on clinical trials for infectious diseases and pandemic preparedness
ERDERA: Dedicated to support clinical trials for rare diseases

Joint Undertakings

Global Health European and Developing Countries Clinical Trials Partnership (EDCTP3): Facilitates collaboration
between the EU and African countries to strengthen research capacity, including clinical trials on poverty-related and
neglected infectious diseases

Innovative Health Initiative (IHI): Encourages collaboration across public and private sectors, funding projects that involve
clinical trials, especially those focused on pioneering health solutions and treatments

Cancer Mission
Around EUR 160 million planned for funding clinical trials in 2026 - 2027
Between 2025-27, it is planned to invest over EUR 1 billion of EU funds into clinical trials
Around EUR 150 million through the EU share in the co-funded partnerships
Further EUR 400 million through the Global Health EDCTP3 Joint Undertaking
At least EUR 500 million from Cluster 1 topics



Clinical Research Investment Plan

» The Strategy for the European Life Sciences announces a
’ Clinical Research Investment Plan to:

 Facilitate funding for multi-country clinical trials, in
compliance with competition rules

* Further develop and streamline European research
infrastructures in the field of clinical research

 Vision: Advancing towards a single market for clinical
research

* Non-regulatory initiative complementing regulatory
measures

« Assessment of the Clinical Trials Regulation

» Forthcoming Biotech Act



Life Sciences Strategy in the Health Work
Programme 2026-2027




List of WP26-27 topics contributing to the
implementation of the Strategy

While the entire Health Cluster Work Programme contributes to the “Strategy for European Life
Sciences”, the following topics directly support key actions outlined in it:

.  HORIZON-HLTH-2026-01-STAYHLTH-03: “Building public trust and outreach in the life sciences”

lI. HORIZON-HLTH-2026-01-ENVHLTH-01: “Towards a better understanding and anticipation of the impacts of
climate change on health”

lll. HORIZON-HLTH-2027-01-ENVHLTH-02: “Integrating climate-related exposures into the human exposome and
characterising its changes in response to climate change”

V. HORIZON-HLTH-2027-01-ENVHLTH-MISSCLIMA-03: “Tools and technologies to support health adaptation to
climate change”

V. HORIZON-HLTH-2026-01-ENVHLTH-04: “Towards climate resilient, prepared and carbon neutral populations and
healthcare systems”

VI. HORIZON-HLTH-2026-01-ENVHLTH-05: “Support for a multilateral initiative on climate change and health
research”

VIl. HORIZON-HLTH-2027-02-DISEASE-01-two-stage: “Innovative healthcare interventions for non-communicable
diseases”

VIIl. HORIZON-HLTH-2026-02-DISEASE-12: “European Partnership on Rare Diseases (ERDERA) (Phase 2)”

European
Commission




List of WP26-27 topics contributing to the
implementation of the Strategy

IX. HORIZON-HLTH-2026-03-DISEASE-13: “European Partnership for Pandemic Preparedness (Phase 2)”

X. HORIZON-HLTH-2027-02-DISEASE-14-two-stage: “Clinical trials for advancing innovative interventions for
neurodegenerative diseases”

XI. HORIZON-HLTH-2026-01-CARE-01: “Public procurement of innovative solutions for improving citizens' access to
healthcare through integrated or personalised approaches”,

XIl. HORIZON-HLTH-2026-01-TOOL-03: “Integrating New Approach Methodologies (NAMs) to advance biomedical
research and regulatory testing”,

XIII. HORIZON-HLTH-2026-01-TOOL-05: “Pilot actions for follow-on funding: Leveraging EU-funded collaborative
research in regenerative medicine”

XIV.HORIZON-HLTH-2026-01-TOOL-06: “Support to European Research Area (ERA) action on accelerating New
Approach Methodologies (NAMs) to advance biomedical research and testing of medicinal products and medical
devices”

XV. HORIZON-HLTH-2026-01-TOOL-07: “Establishing a European network of Centres of Excellence (CoEs) for
Advanced Therapies Medicinal Products (ATMPs)”

XVI.HORIZON-HLTH-2025-02-DISEASE-01: “European Partnership for Brain Health”.

Total number of topics: 16
Total budget: 793 million

European
Commission




European Network of Centres of Excellence for ATMPs

The future —
— of European
competitiveness Increase and focus public R&D investment in the EU, e.g. supporting a number of world-class
C v innovation hubs in life sciences for advanced therapy medicinal products (ATMPs)"- Mario Draghi

E-

|

End goal: That Europe benefits from outstanding Advanced Therapies Medicinal Products (ATMP) infrastructure and capacity,
accelerating the number of innovations reaching patients and increasing the EU's share of the global ATMP market.

The CSA is to establish a European network of Centres of Excellence (CoEs), building on existing centres, and will coordinate their further
development in synergy with national strategies.

Minimum Ciriteria for a CoE;

be within in a vibrant biocluster

Should benefit from critical infrastructure to advance from lab to patient ( e.g. TTO, GMP facilities, clinical trials unit)

Be performing the full spectrum of life sciences research from discovery to clinical trials, with a stand-alone research programme
Have the ambition to further embed itself in the full value chain

Commit to seek further political and financial support.

The proposed European network of CoEs for ATMPs should include multiple stakeholders beyond the research community and/or
established academic centres, including Member State ministries, regional representatives, funders, regulators and healthcare payers,

industry actors, patient organisations and policymakers

European
Commission




A Medical Countermeasures Strategy




A strategy at the interface of the Niinisto and Draghi
reports

The Medical Countermeasures Strategy is one of the first deliverables of the Preparedness Union
Strategy. With this strategy, the EU aims to reinforce its preparedness for the next health
emergency, irrespective of its origin, from pandemics to human-made biosecurity threats or
conflicts, by ensuring that medical countermeasures are rapidly, sufficiently and equitably available to
protect citizens at all times.

Stimulating MCM
innovation,

Scaling-up public and
private partnerships

Driving EU-level

cooperation with
production and

availability in end-
to-end approach.

and cross-sectoral
collaboration including
civil-military.

Member States and
collaboration with
global partners.
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Respiratory and contact-
based viruses with
pandemic potential —i.e.
coronaviruses, Ebola,
influenza, Disease X.

Antimicrobial resistance
(AMR)- the emergence and
spread of resistant pathogens
is intensified by overuse of
antibiotics, climate change,
conflicts.

A threat-based strategy — 4 categories of priority
health threats requiring medical countermeasures

Vector-borne or animal-
reservoir viruses with
epidemic potential —i.e.
dengue, West Nile virus,
chikungunya.

Armed conflict related
threats and Chemical,
Biological, Radiological
and Nuclear (CBRN)
threats — both accidental or
intentional.
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17 Key Actions to ensure access and availability of
MCMs, taking a comprehensive end-to-end approach

% Threat
intelligence

and detection

Accelerating
innovation and

Manufacturing
Capacity

‘@ Avail_albility,
equitable

access and

distribution

Create an EU list of Medical Countermeasures for priority threats. (2026)

Develop Medical Countermeasures Preparedness Roadmaps for specific health threats. (2026)

Together with ECDC, operationalise and expand an EU Wastewater Sentinel System and expand it globally. (2026)
Develop next generation mobile labs (2026)

Launch a Medical Countermeasures Accelerator. (2025)

Enhance risk capital for start-ups and SMEs by increasing with the EIB the size of HERA Invest (2027).

Set up hubs for the development of therapeutics and diagnostics to accelerate the development of next-generation
diagnostics and broad-spectrum therapeutics. (2026 & 2027)

Create a Rapid and Agile Manufacturing Partnerships to ensure rapidly scalable EU-based manufacturing capacity in
case of crisis. (2026)

Explore expanding the scope of EU FAB to other type of medical countermeasures such as PPEs. (2026)

Continue supply chains vulnerability assessments of medical countermeasures that are not on the Union list of Critical
Medicines (PPE, diagnostics devices, or MCMs for CBRN threats).

Establish crisis procurement guidelines. (2026)

Consider and if appropriate propose the revision of the Joint Procurement Agreement to make it better fit to today’s
needs (2026).

Enhance coordination of EU stockpiling of MCMs: propose a compendium of MCMs suitable for EU stockpiling, shelf-life

extension programme, explore how purchase of unauthorised or investigational products can be facilitated at EU-level, etc. % \&
=]



Coordination, partnerships and cooperation

In line with the Preparedness Union Strategy, this strategy has a whole-of-society and whole-of-
government approach.

Continue close coordination Step up collaboration with

Deepen civil-military Invest in people and

with Member States global partners cooperation enhance societal resilience

4 ) ( ) 4 ) 4 )
Work with Member States To support local Strengthen EU workf
\ BuUil | | 3 pp : ngthen workiorce
|nottrr1]((aa rl—lrgllgéaﬁ’??orrqae}tgd oa rtneLszlr(]jiSse\(I;Ieg %)aana da production capacity and and invest in quality jobs,
. S orit UK EEA/EF'I"A' PAHO ’ reinforce cooperation on enhance citizens
In'?[rease JdO!nt F?“Oﬂ yt ’ ) ’ prevention and preparedness and fight
Sestlpagteagny’slrggtg:sn etc.) preparedness against misinformation
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Preparedness does not come for free and to ensure the successful implementation of the
- actions laid out in the MCM Strategy will require significant investments from both the
public and private sector.

.

I




GRAZIE

Eugenio Guglielmelli,
e.guglieimelli@unicampus.it
Rappresentante Nazionale nel Comitato di Programma
Health Horizon Europe Cluster ( & “Mission Cancer”)

Ministero

ONE STEP CLOSER
TO SUCCESS ¢MUR " dell'Universita

e della Ricerca

#HorizonEU

http://ec.europa.eu/horizon-europe
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