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Introduction

The Union and the world agradually learning how to live with the COVADO pandemic.

The pandemic laid bare the vulnerabilities of our societies, economies and health care systems
and made evident the need for a strong European crisis preparedness and response in which
Europe is ow decidedly investing. The European Health Emergency Preparedness and
Response Authority (HERA) created in September 2021 is key to this endeavour. The present
work programme wil |l support HERA and Europe
research ito better management of epidemics, adaptable clinical networks for drugs and
vaccines and better comprehension of the emergence oftmassr health threats. Particular
attention is paid to translational research, to facilitating the development aramengation

of new ways to prevent, diagnose, and treat infectious diseases, including the growing
problem of antimicrobial drug resistance. Focus is not only on immediate health threats, but
also on the wider societal impacts of health crises e.g. ongsopl ment al heal
wellbeing and on health care system resilience. Research conducted during the pandemic and
following its sequels is pivotal to inform preparedness for potential similar events in the
future. The pandemic has also demonstrated the sldesrof globalisation in which the
dependence on global value chains can quickly result in shortages of critical supplies, such as
essential medicines or other health technologies.

To help repair the economic and social damage caused by the coronavidesnigarthe

European Commission, the European Parliament and EU Member States leaders agreed on a
Recovery Plan for Europe that will lead the way out of the crisis and lay the foundations for a
modern and more sustainable Union. The Health cluster willimentto benefit from

financial resources of this Multiannual Financial Framework and from NextGenerationEU

( NGEU) , the Unionds financing instrument to
innovation supporting the recovery of people and commurfities COVID-19 but also for

making society more resilient and national health systems better prepared to any future public
health emergency.

The Recovery Plan aims the Union to building back better, including through support for the
twin digital and greeiransitions by unlocking the full potential of daaabled research and
innovation for digitised health systems and a competitive and secureatatamy, including

on the basis of European Electronic Health Records as well as the establishment of the
European Health Data Space. The digital transformation of health and care will help increase
the capacity of health care systems to deliver more personalised and effective health and care
with less resource wasting. It will contribute, but is not sufficiemtnaking the Union the

first climateneutral continent by 2050, with zero pollution and zero waste. Additional efforts
are needed to also make the delivery of health care, the design of health technologies and their
manufacturing more sustainable by radgcenergy consumption, waste, pollution and the
release of harmful substances, including pharmaceuticals, into the environment.

Even though research and innovation have the power to uncovering the knowledge and
developing the technologies to serve sotieteell-being, economic prosperity and
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environmental sustainability, it only can succeed through cooperation of the best research
teams with the prospective users of such knowledge and technologies. It is thus of outmost
importance to involve those usergke patients and healthy citizens, health care professionals
providers and payers, public health authorities and regulators, researchers or innovators from
academia and industry early in the knowledge generation or technology development
process, incluidg through patient/citizen engagement, community involvement or other

forms of social innovation approaches, such that research and innovation activities are
adjusted t o t he usersbo particul ar expectat
cooperatiorwould benefit from adequate intellectual property management strategies.

Beyond cooperating along the value chain of knowledge and -kioew production and
valorisation or within the knowledge triangle (reseagducationinnovation), it is in the

E U 6 sategictinterest to also reach out and cooperate with other countries outside the EU and

on other continents. This applies in particular for rAalieral cooperation on (global) health

issues with countries associated to Horizon Europe but also withpateer countries and
regions in the worl d. I n |l ine with tHe EUOS
participation in Cluster 1 of Horizon Europe is open to third countries. In support of the
Global Gateway Strategyprojects involving internatinal partners should lead to increased
scientific knowledge and transfer of technology among partner countries allowing to address
global health challenges across the world, thus creating sustainable growth and jobs.
Cooperation should take placeinawua s ed way, <creating |inkage:

The pandemic has demonstrated the importance of effective coordination among EU Member
States in the area of health. The European Commission is building a strong European Health
Union, in which all EU Memér States work together to improve prevention, diagnosis,
treatment and aftercare for any disease, including cancer. Research and innovation actions
under the Health Cluster wil/l del i ver rel ev
Can c e r3 clrrituting to actions covering the entire cancer care pathway, including
prevention, early detection, diagnosis, treatment, cancer data monitoring, as well as quality of

life of cancer patients and survivors.

For topics in this cluster, consortia could ades their voluntary contribution in terms of
data, indicators and knowledge to relevant Joint Research Centre (JRC) platforms for

capitalising the knowledge developed in their projects and become more policy rfetévant
8

Horizon Europe is the resefirand innovation support programme in a system of European
and national funding programmes that share policy objectives. Through the programme,

COM(2021) 252 final

JOIN(2021) 30 final

https://health.ec.europa.eu/system/files/2022u_canceplan_en_0.pdf

The European Cancer Information SysteBCI(S) and the European Network of Cancer Registries
(ENCR

European Commission Initiatives on Breast and Colorectal Cancer

European Cancer Inequalities Registry

European Platform on Rare Disease Registrafih RD Platform i for rare cancers

Health Promotion and Disease Prevention Knowledge Gateway

A W N B

o N o O
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special attention is given to ensuring cooperation between universities, scientific communities
and industry, ncluding small and mediwsized enterprises, and citizens and their
representatives, in order to bridge gaps between territories, generations and regional cultures,
especially caring for t he needs of t he y o
acceleréing the performance and boosting the use and impact of research and innovation also
requires it to make use of complementary capacities, such as European research, innovation
and space infrastructures and services, or to develop complementary actistiaengy with

other European Union funding programmes. Applicants could consider and actively seek
complementarities and synergies with, and where appropriate possibilities for further funding
of additional activities not covered by their proposal from, Bthtional or regional
programmes such as: EU4Health, Digital Europe Programme, European Regional
Development Fund (ERDF), European Social Fund (ESF+), Structural Reform Support
Programme (SRSP), Just Transition Fund (JTF), European Maritime and Fidhemes
(EMFF), European Agricultural Fund for Rural Development (EAFRD), European Defence
Fund (EDF) or InvestEU. This could involve dedicated calls (EU synergies calls), meaning
that actions that have been awarded a grant under such a call could hassithistpdo also

receive funding under other EU programmes, including relevant shared management funds.
Additionally, to encourage multictor approaches and to be more effective in achieving
impact, applicants could consider synergies with other relamgrtives funded under the
Horizon Europe programme, including the Knowledge and Innovation Communities (KICs)
of the European Institute of Innovation and Technology (EIT) or the interregional networks
funded under the European Innovation Ecosystemg&)(Ebmponent of Pillar 1ll. The
innovation ecosystems created and nurtured by theKETE or the EIE can in particular
contribute to building communities or platforms for coordination and support actions, sharing
knowledge or disseminating and fosterimg texploitation of project results. The proposals

are also encouraged to explore other forms and means of service provisions distinct to the
EIT-KICs, in particular EITKIC Health and EITKIC Digital.

All could help to support the development of skills arapacities in research or health
systems, as well as accelerating the tareand use of scientific evidence, new technologies

and best practices in health care and by health systems, industries and markets, at national or
regional level.

As examples, th&U4Health programme could help to ensure that the best use is made of
research results and facilitate the uptake, scalpm@nd deployment of health innovations in
healthcare systems and clinical practice. Thereby unlocking the potential of innovation in
health, and improving efficiency by avoiding the duplication of activities and optimising the
use of financial resources.

The ERDF focuses, amongst others, on the development and strengthening of regional and
local research and innovation ecosystems andriseconomic transformation, in line with
regional/national smart specialisation strategies. It can support investment in research
infrastructure, activities for applied research and innovation, including industrial research,
experimental development afehsibility studies, building research and innovation capacities
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and uptake of advanced technologies andawilof innovative solutions from the Framework
Programmes for research and innovation through the ERDF

The EUOS Recovery alRRF) oReesssuppartetan KlenbelF Statess lini t y
financing reforms and investments that improve their resilience and their growth potential,
mitigate the economic and social impacts from the COWXxrisis, including in the area of

health, and support the twimegn and digital transitions. For project ideas that go beyond the
remits of an R&I proposal and directly contribute to the objectives of the RRF it is advisable

to check access to funding available at na
approvel recovery and resilience plans for a fast and targeted support.

Notwithstanding the synergies mentioned above, the work programme2023f cluster 1
O0Heal t ho captures synergi es wi t h ot her clu
intervention of ach destination. Further synergies are encouraged with regard to
complementary funding opportunities provided by topics in other clusters and other pillars of
Horizon Europe, notably in the European Research Infrastructure work programme (under
pillar 1) and the European Innovation Council work programme (under pillar 1ll). Additional
synergies could also be explored at prejegtl, i.e. between the portfolio of projects funded
either under the same topic or by establishing a portfolio of projects fumdtknt different

topics (of the health cluster, of the other cluste6s @r of the pillars I/lll of Horizon Europe).

In particular, applicants to calls of the health cluster are encouraged to consider, where
relevant, the services offered by the currend duture EUfunded European Research
Infrastructures, including the European Open Science Cfotldvioreover, if projects use
satellitebased earth observation, positioning, navigation and/or related timing data and
services, they must make use of Eurapepace technologies and services provided by
Copernicus and/or Galileo/EGNOS (other data and services may additionally b&used).

In the context of the work programme 202 24 of ¢l uster 1 OHealth©o
clinical studies/trials/invegiations/cohorts and is defined as any systematic prospective or
retrospective collection and analysis of health data obtained from individual patients or
healthy persons in order to address scientific questions related to the understanding,
prevention, dignosis, monitoring or treatment of a disease, mental illness, or physical

® ASynergies bet ween Hori zon Europe and ERDF pr
https://researclandinnovation.ec.europa.eu/news/edisearckandinnovationnews/synergies
guidanceout-202207-06_en

10 2018 Roadmap oht European Strategy Forum on Research Infrastructures (ESFRI) with the ESFRI
research infrastructures list (pp -13),
https://ec.europa.eu/infatgs/info/files/research_and_innovation/estradmap2018.pdf European
Research Infrastructures, Commission website:https://ec.europa.eunfio/researckand
innovation/strategy/europeansearckinfrastructures_en List of entities legally established as
European Research Infrastructure Consortium (ERts://www.erieforum.euthe-eric-landscape

n European Open Science Cloud (EOSHi}ps://www.eosgortal.ey European COVIBL9 Data
Platform / COVID19 Data Portahttps://www.covwd19dataportal.org
12 European space technology based earth observation, positioning, navigation and timing services

provided by: Copernicus, the European Union's Earth observation programme
https://www.copernicus.eu/en/coperniesesvices Galileo, the European Global Satellite Navigation
System (GNSShttps://www.gseeuropa.eu/galileo/services/galitemtial-services and the European
Geostationary Navigation Overlay Service (EGN@®&)s://www.gsa.europa.eu/egnos/services
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condition. It includes but it is not limited to clinical studies as defined by Regulation
536/2014 (on medicinal products), clinical investigation and clinical evaluation as defined
Regulation 2017/745 (on medical devices), performance study and performance evaluation as
defined by Regulation 2017/746 (on in vitro diagnostic medical devices).

In the context of the work programme 2623 24 of <cluster 1 O6Health
which meet principles of findability, accessibility, interoperability, and reusability. Data can
include exploitation of information and data from European data infrastructures and
programmes such as Copernicus, European Space Agency and the GEO iritbativether

details, see the FAIR principles website the FAIR cookbook* and the guides for
researchers on how to make your data FRIR.

Where relevant, applicants are encouraged to take advantage of synergies with the Euratom
Research and Training Progrme (20212025)°

The work programme 2023024 of <c¢cluster 1 O6Healthoé is di
Orientations (KSOs) for research and i-nnovat
2024, notably to creating a more resilient, inclusive dewhocratic European society (KSO

D) and promoting an open strategic autonomy by leading the development of key digital,
enabling and emerging technologies, sectors and value chainsAKSQaims to complete

the targets set out in the Strategic Plan120@24, mainly along the four impact areas: Good

health and higiyuality accessible health care; A resilient EU prepared for emerging threats;

High quality digital services for all; and A competitive and secure-eledaomy. More
specifically, cluster 1 gwves to contribute to six expected impacts as set out by the Strategic
Plan, which are the following six destinations of this work programme:

Destination 1- Staying healthy in a rapidly changing society:Citizens of all ages stay
healthy and independem a rapidly changing society thanks to healthier lifestyles and
behaviours, healthier diets, healthier environments, improved evitbaseel health policies,
and more effective solutions for health promotion and disease prevention.

Destination 2 - Living and working in a health-promoting environment: Living and
working environments are healfitomoting and sustainable thanks to better understanding of
environmental, occupational, social and economic determinants of health.

Destination 3- Tackling diseasesand reducing disease burdenHealth care providers are

able to better tackle and manage diseases (infectious diseases, including netateddyand
neglected diseases, roommunicable and rare diseases) and reduce the disease burden on
patients effectigly thanks to better understanding and treatment of diseases, more effective

13 https://vww.go-fair.org/fair-principles

14 https://faircookbook.elixieurope.org/content/home.html

% https://www.openaire.eu/heto-makeyour-datafair

16 The Euratom programme supports research on the protection of citizens, including patients, benefiting

from screening, early detection, diagnostics, cancer therapy and care involving radiation sources. It
aims at better understanding the effects of medical exposure to ionising radiation, optimisation of
radiological protection, and safe use and reliable supply of medical radionuclides.
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and innovative health technologies, better ability and preparedness to manage epidemic
outbreaks and improved patient safety.

Destination 4- Ensuring access to innovative, sustaable and high-quality health care:
Health care systems provide equal access to innovative, sustainable aqdaiighhealth
care thanks to the development and uptake of safe;effestive and peopleentred
solutions, with a focus on population healhealth systems resilience, as well as improved
evidencebased health policies.

Destination 5 - Unlocking the full potential of new tools, technologies and digital
solutions for a healthy society:Health technologies, new tools and digital solutions are
applied effectively thanks to their inclusive, secure and ethical development, delivery,
integration and deployment in health policies and health care systems.

Destination 6 - Maintaining an innovative, sustainable and globally competitive health
related industry: EU health industry is innovative, sustainable and globally competitive
thanks to improved ufake of breakthrough technologies and innovations, which makes the
EU with its Member States more resilient and less dependent from imports with retiaad to
access to and supply of critical health technologies.
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Destination 11 Staying healthy in a rapidly changing society

Calls for proposals under this destination are directed towards the Key Strategic Orientation
KSOD6Creating a move awedi Hemotyr at inoEHoBzanr o pe an
Europeds St r-2024 BasearchPahdaimmovai®nzupported under this destination
should contribute to the impact aréaGood h e al-g thalaintdy haicgches si bl e
and in particular to theoflowing expected impact, set out in the Strategic Plan for the health

c | u scttizems :of albages stay healthy and independent in a rapidly changing society thanks

to healthier lifestyles and behaviours, healthier diets, healthier environments, imdprove
evidencebased health policies, and more effective solutions for health promotion and disease

p r e v e.nntaddiionpresearch and innovation supported under this destination could also
contribute to the following impact areas:Hi gh qu alrivtiyc edsi &S otsatl a I shed b |
food systems from farandécC| f make oohdmgpa mintd
adapt.ati ond

People’s health care needs are different, depending on their age, stage of life and socio
economic background. Their physical andntal health and welleing can be influenced by

their individual situation as well as the broader societal context they are living in.
Furthermore, health education and behaviour are important factors. Currently, more than 790
000 deaths per year in Eyre are due to risk factors such as smoking, drinking, physical
inactivity, and obesity. Upbringing, income, education levels, social and gender aspects also
have an impact on health risks and how diseases can be prevented. Moreover, people’s health
can bampacted by a rapidly changing society, making it challenging to keep pace and find its
way through new technological tools and societal changes, which both are increasing
demands on the individual's resilience. In order to leave no one behind, to reshlite
inequalities and to support healthy and active lives for all, it is crucial to provide suitable and
tailor-made solutions, including for people with specific needs. Preventing diseases from
developing in the first place is at the core of succegsfiblic health programmes in the
future.

As set out in the Strategic Plan 262024, destination 1 focuses on major societal challenges

t hat are part of the European Commi ssionds
the work programme 2022022 covered immediate urgencies, notably a better understanding
and prevention of mental illness, prevention of obesity, digital empowerment in health
literacy, understanding the transition from health to disease and making use of Al tools to
predict the rik for onset and progression of chronic diseases. The work programme 2023
2024 will complete the ambitions of the Strategic Plan by focussing on holistic and integrated
approaches to disease prevention and health promotion, notably healthy ageing, on a life
course approach to physical and mental health starting in early childhood and on personalised
approaches to prevention of diseases.

More specifically, research and innovation supported under this destination will provide new
tools, digitally enabled solisins and evidenebased health and care services to prevent and
delay progression of agelated diseases. Research and innovation will also provide tailor
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made strategies and solutions to support children and adolescents adopting and maintaining
personcentred healthy lifestyles. Specific measures will be developed to educate and
empower citizens of all ages and throughout their life to play an active role in the self
management of their own health and salfe, to the benefit of an active and healthyirage

This destination will also call for proposals specifically aiming to develop integrated and
holistic personalised disease prevention strategies, making use of multiple data sources,
including realworld health data. This initiative will build on theapressive advances made in

the area of personalised medicine to treat diseases, but here the focus will be on personalised
approaches to prevent rather than treat diseases.

Dialogue and coordination between stakeholders and policymakers as welegation
across different settings will be needed to develop more effectiveswogwal solutions for
holistic approaches to health promotion and disease prevention and deliver improved
evidencebased health for all.

In view of increasing the impaaf EU investments under Horizon Europe, the European
Commission welcomes and supports cooperation betweeifuitiéd projects to enable
crossfertilisation and other synergies. This could range from networking to joint activities
such as the participation joint workshops, the exchange of knowledge, the development and
adoption of best practices, or joint communication activities. Opportunities for potential
synergies exist between projects funded under the same topic, but also between other projects
fundad under another topic, cluster or pillar of Horizon Europe. In particular, this could
involve projects related to European health research infrastructures (under pillar | of Horizon
Europe), the EIC strategic challenges on health andKECT Health (underpillar 111 of

Horizon Europe), or in areas cutting across the health and other clusters (under pillar Il of

Horizon Europe). For instance, withclustésiZ u |l t ur e, Creati votyuamd I
as on health inequalities, on other inequalitiescatfei ng heal t h, or on ci't
engagement; with cluster 4 Di gi t al , | ndussdhrag onadigithl t@®lg,a c e 0
telemedicine or smart homes; withclustér €1 i mat e, E n e rsgclyasamubanMo b i |
health or on mitigating the impact adad traffic accidents and related injuries; with cluster 6
AFood, Bi oeconomy, Nat ur al R e swwhias onghe role dfgr i c u

nutrition for health (incl. human microbiome, mahd ovemutrition, safe food), personalised
diets (ircl. food habits in general and childhood obesity in particular) and the impact ef food
related environmental stressors on human health (incl. marketing and consumethabits).

Expected impacts:

Proposals for topics under this destination should set owidébte pathway to contributing to
staying healthy in a rapidly changing society, and more specifically to one or several of the
following impacts:

1 Citizens adopt healthier lifestyles and behaviours, make healthier choices and maintain
longer a healthy, irependent and active life with a reduced disease burden, including at
old ages or in other vulnerable stages of life.

o Strategic Plan 2022024 of Horizon Europe, Annex |, Table 2.
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1 Citizens are able and empowered to manage better their own physical and mental health
and weltbeing, monitor their health, and interactttwitheir doctors and health care
providers.

1 Children and adolescents are empowered to better monitor and manage their physical,
social and mental health with a view to lifelong healthy lifestyles.

1 Society benefits from reduced economic and health burden &voidable sickness,
disease and premature death. Efficiency is increased by targeting scarce resources in
appropriate, costffective ways, to areas of high social return, contributing to an
improvement and optimisation of health and wing of citizns and reduction of
health inequalities.

{1 Citizens” trust in knowledgbased health interventions and in guidance from health
authorities is strengthened, including through improved health literacy, resulting in
increased engagement in and adherence txtefé strategies for health promotion,
disease prevention and treatment, while digital literacy inequalities are minimised.

1 Health policies and actions for health promotion and disease prevention are knewledge
based, peopleentred, personalised and thasgeted and tailored to citizens' needs, and
designed to reduce health inequalities.

The following call(s) in this work programme contribute to this destination:

Call Budgets (EUR million) Deadline(s)
2023 2024
HORIZON-HLTH-2023 40.00 13 Apr 2023
STAYHLTH-01
HORIZON-HLTH-2024 80.00 19 Sep 2023 (Firs
STAYHLTH-01-two-stage Stage)

11 Apr 2024
(Second Stage)

Overall indicative budget 40.00 80.00
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Call - Staying Healthy (Single stage 2023)

HORIZON-HLTH -2023STAYHLTH-01
Conditions for the Call

Indicative budget(s§

Topics Type Budgets Expected EU Indicative
of (EUR contribution = number
Action  million) per project of
(EUR projects
2023 million)!®  expected
to be
funded

Opening: 12 Jan 2023
Deadline(s): 13 Apr 2023

HORIZON-HLTH-2023STAYHLTH-01-01 RIA 40.00%° 15.00 to 2
20.00

Overall indicative budget 40.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditionsare described in Gener
Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

Award criteria The criteria are described in General Anr
D.

18 The Drector-General responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.

The DirectorGeneral responsible may delay the deadline(s) by up to two months.

All deadlines are at 17.00.00 Brusslelsal time.

The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

1 Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.
20 Of which EUR 24.00 million from the 'NGEU' Fund Source.
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Documents The documents are described in Gent
Annex E.
Procedure The procedure is described in Gene
Annex F.
Legal and financial setip of the Grant The rules are described in General Annex

Agreements
Proposals are invited against the following topic(s):

HORIZON -HLTH -2023STAYHLTH -01-01: The Silver Dal - Personcentred health
and care in European regions

Specific conditions

Expected EU The Commission estimates that an EU contribution of between
contribution per = 15.00 and 20.00 million would allow these outcomes to be addr¢
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget The total indicative budget for the topic is EUR 40.00 million.
Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The follov
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

If projects use satellitbased earth observation, positioning, naviga
and/or related timing data and services, beneficiaries must make |
Copernicus and/or Galileo/EGNOS (other data and ceEsvimay
additionally be used).

Award criteria The criteria are described in General Annex D. The following excep
apply:
The thresholds for each criterion will be 4 (Excellence), 4 (Impact) &
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing
to one or several i mpacts of destination
that end, proposals under this topic should aim for deliveringtsethat are directed at,
tailored towards and contributing to all of the following expected outcomes:
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1 Citizens and patients will get effective, preventive, integrated, coordinated, evidence
based and peopleentred higkhquality health and care servicesidentify and tackle or
prevent multimorbidities, frailty, biologically or mentally reduced capacities, (sensory)
impairments, dementia and/or neurodegeneration, fostering mental and physical health,
wellbeing and quality of life. These could includeytkare not limited to, assistive
technologies, nutrition and physical activity, adaptation of work and workplace,-health
promoting agdriendly working, home and community environments, better equality of
access to health and care services through comydoaisied and integrated care models,
also digitally enabled.

1 Primary and communitpased health and care services will be better equipped to early
identify people at risk of developing n@ommunicable diseases (NCDs) and maulti
morbidities. They will haventegrated and cosfffective intervention tools to help
prevent, monitor and manage progression of-ratpged diseases, conditions and
disabilities, while promoting healthy lifestyles, ageing in ptcas well as physical and
mental wellbeing among théderly.

71 Older people, including those receiving letegm care, will be empowered to take an
active role in the management of their own physical and mental health, as well as
increase their social interactions and wellbeing through better health litedamational
programmes, trainings and platforms, including with the help of innovative and digitally
enabled solutions.

1 Citizens, all relevant stakeholders, public authorities, cities and rural environments, as
well as health care providers will be engadedensure the introduction to and the
integration of agdriendly, mental and physical health promoting innovative care
pathways and digitally enabled solutions into the daily life and wellbeing of the ageing
population, with the aim of leaving rane beind.

The proposals should provide appropriate indicators to measure performance and progress
towards the relevant expected outcomes.

Scope This topic aims to implement strategies and actions in line with the Green Paper on
Ageing??, the EU Longterm caraeport®, t he 6 He alitEb Nem€ommonigable her 6
Diseases Initiativé, the new EU Care Strateffy which strive to address demographic
change and enable better health and care for
harness the potentiaf the Silver Economd. NCD prevention is highly relevant to reduce

2 6The ability to live in one's own home and comr
regardless of age, income, or ability | eveld.

22 https://ec.europa.eu/info/sites/default/files/1 _en_act partl v8 0.pdf

23 https://ec.europa.eu/social/main.jsp?catld=738&lanetdpubld=8396

24 https://ec.europa.eu/health/roommunicablediseases/overview_en

25 https://www.europarl.europa.eu/legislatitrain/themepromotingour-europearway-of-life/file -
europearcarestrateqy

26 Anewmultitpol i cy approach is recommended bypulatiore #ASil v
promises more economic growth and joB8ver Economy Study: How to stimulate the economy by
hundredsofmni | | i ons of Euros per year | Shaping Europebd
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the need for longerm care. New tools and integrated care models are needed, reinforcing
primary, community and homebased health and lorigrm care provision, through better
early detetion and management of diseases among older people in an increasingly ageing
society and overburdened health and care systems.

The topic encourages the participation of small and mediaed enterprises (SMES), as well

as of European, national anegional authorities and civil society, in order to strengthen the
scientific and technological expertise of SMEs in the health and care domain, promote the
European Healthand AgeTech; and improve the uptake of innovative health and care
solutions in tle EU and Associated Countries.

The applicants should ensure that the developed solutions, technologies and adoption policies
are driven by the needs of citizens and patients of old age and ensure their involvement. Co
creation, cedesign with endusers angarticular consideration of the diversity of the needs,
mental and physical abilities, living and soeeiconomic conditions as well as héituations

of older people are required, including provision of training to citizens, patients, formal and
informal carers.

The proposed research and innovation should focus on all of the following aspects:

1 Consolidate higiguality effective, integrated, innovative and digitally enabled person
centred health and lorigrm care services and solutions, both in primarg,daospital
and home settings, around older people's needs for physical and mental health, care and
wellbeing, strengthened disease prevention, rehabilitation and for staying active and
healthy as people age. Such integrated and holistic solutions oclide, but are not
limited to, integrated care solutions, serious games, connected wearables, ambient
sensors, social robots, assistive technologies;fragally environments, diagnostic
screenings, selfonitoring devices, robotics and othérgacklingagerelated physical
and mental diseases androorbidities.

1 Develop and provide evidencé@sed new approaches, coordinated care models and
pathways, for delivering effective, persoantred health and lortgrm care solutions at
the system and communitgvel. These should be based on the needs of healthy and
vulnerable older people for increased physical, mental and nutritional resiliergegisis
inequality of access to health and care, rapidly changing societies and health and care
systems, and ensabetter skills, empowerment and improved health and digital literacy
through appropriate trainings and activities.

1 Support adoption and market innovation of novel health and care solutieasated
with and designed for older agelated health conddins. The support could be provided
through largescale testing and deployment piloting, guidance on relevant HTA and CE
procedures, demonstrating cedtectiveness, as well as through stakeholder
involvement and policy collaboration on Europedn local, egional?®, and

2 EU-funded largescale pilots on Active and Healthy Ageihtps://www.opendei.eu/healthcasector/
28 https://digitatstrategy.ec.europa.eu/en/policiestalm and http://www.aateurope.eu/  and
http://www.rscn.eu/

Part 4- Pagel9 of 212


https://www.opendei.eu/healthcare-sector/
https://digital-strategy.ec.europa.eu/en/policies/eip-aha
http://www.aal-europe.eu/
http://www.rscn.eu/

Horizon Europe- Work Programme 2022024
Health

internationaf® 3! level, exchange of best practices (twinnings), and, when relevant,
collaboration with the E@unded largescale pilots on Active and Healthy Liviffgand
the Reference Sites Collaborative Network.

This topic addresses consartincluding research partners and innovative technology
providers, such as SMEs and/or organisations that can offer the range of activities required to
address the objectives of the topic; the latter could for example be based on Digital Innovation
Hubs,digital health accelerators, incubators and knowledge hubs, Centres offering Pilot Lines
or similar technology, business and/or knowledge transfer organisations.

The proposals should be highly integrated, ambitious, go beyond simple networking and
provideappropriate indicators to measure progress, impacteffesttiveness and adoption in

the Europe. Dissemination and involvement of policymakers, both at national and regional
level, as well as civil society organisations in a European wide geograpHeatdxh matter

is essential, as the results of this action are expected to have European wide impact.

Selected projects under this topic are strongly encouraged to participate in joint activities as
appropriate. These joint activities could, for examplke tdhe form of clustering of projects

and involve joint coordination and dissemination activities such as the participation in joint
workshops, the exchange of knowledge, the development and adoption of best practices and
adoption strategies on regionalational and European level. The details of these joint
activities will be defined during the grant preparation phase with the European Commission.
Applicants should plan a necessary budget to cover this collaboration.

This topic requires the effective cobution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the k&ted research activities.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See
definition of clinical studies in the introductido this work programme part.

Call - Staying Healthy (Two stage 2024)
HORIZON-HLTH -2024 STAYHLTH-01-two-stage
Conditions for the Call

Indicative budget(s}

29 Such as the Reference Sites Collaborative Netwutk://www.rscn.eu/

30 International cooperation Elapan: Digital health and ageing Smart living environments for ageing
people. September 2021; DOI: 10.2759/130B@xembourg: Publications Office of the European
Union: ISBN 97892-76-38187%7

st https://idihglobal.eu

32 https://www.opendei.eu/healthcasector/
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Topics Type Budgets Expected Indicative
of (EUR EU number

Action million) = contribution of
per project projects
2024 (EUR expected

million)34 to be
funded

Opening: 30 Mar 2023
Deadline(s): 19 Sep 2023 (First Stage), 11 Apr 2024 (Second Stage)

HORIZON-HLTH-2024STAYHLTH-01-02- RIA 30.00 8.00 to 3
two-stage 10.00
HORIZON-HLTH-2024STAYHLTH-01-05  RIA 50.00 8.00 to 5
two-stage 12.00

Overall indicative budget 80.00

General conditions relating to this call

Admissibility conditions

The conditions are described in Gene
Annex A.

Eligibility conditions

The conditions are described in Gene
Annex B.

Financial and operational capacity and
exclusion

The criteria are described in General Anr
C.

Award criteria

The criteria are described in General Anr
D.

Documents

Procedure

Legal and financial sewp of the Grant

The documents are described in Genq
Annex E.

The procedure is described in Gene

Annex F.

The rules are described in General Annex

33 The Director-General responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.

The DirectorGeneral responsible may delay the deadline(s) by up to two months.

All deadlines are at 17.00.00 Brusskical time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

34 Nonetheless, this does not preclude submission and selection of a proposal requesting differen
amounts.
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[
Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2024STAYHLTH -01-02-two-stage: Towards a holistic support to
children and adol escentsd health and care pr

Specific conditions

Expected EU The Commission estimates that an E@htribution of between EUF
contribution per 8.00 and 10.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget  The total indicative bdget for the topic is EUR 30.00 million.

Type of Action Research and Innovation Actions
Admissibility The conditions are described in General Annex A. The follov
conditions exceptions apply:

Applicants submitting a proposal under the blind evalugpitot (see
General Annex F) must not disclose their organisation na
acronyms, logos, nor names of personnel in Part B of their first !
application (see General Annex E).

Eligibility The conditions are described in General Annex B. Tdiewing
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity establishec
United States of America is eligible to receive Union funding.

If projects use satdfé-based earth observation, positioning, naviga
and/or related timing data and services, beneficiaries must make
Copernicus and/or Galileo/EGNOS (other data and services
additionally be used).

Award criteria The criteria are described ine@eral Annex D. The following
exceptions apply:
For the second stage, the thresholds for each criterion will |
(Excellence), 4 (Impact) and 3 (Implementation). The cumule
threshold will be 12.

Procedure The procedure is described in General Annex TRe following
exceptions apply:

This topic is part of the blind evaluation pilot under which first st
proposals will be evaluated blindly.
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Legal and financial The rules are described in General Annex G. The followkueptions
setup of the Grant apply:

Agreements Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lump sum contribu
under the Horizon Europe Programinthe Framework Programme f
Research and Innovation (202027) i and in actions under th
Research and Training Programme of the European Atomic El
Community (20212025).%°,

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several iympnage thse aolft hdye sitni naa tri aomi dll yi
that end, proposals under this topic should aim for delivering results that are directed at,
tailored towards and contributing to all of the following expected outcomes:

1 Children, adolescents and their pdsétarers are educated and empowered in prevention
strategies involving personalised approaches and solutions (also through the use of
di gital tools) to manage, mai ntain and i m
physical activity, nutrition hatst leisure needs, mental and social veling, in full
respect of the privacy of individuals.

1 Children and adolescents, including those from vulnerable contexts, monitor their health
risks, adopt healthy lifestyles at home, at school and in the comnandtinteract with
their doctors and carers (receiving and providing feedback), also through the means of
digitally enabled solutions, better health literacy, training and critical thinking.

1 Thanks to better coreation, training, digital and health liteyachildren, adolescents,
parents and carers across Europe access and use-pemg@a, widely available

solutions for children and adol escentso6 |
rapidly changing and increasingly digitalised society, alsoideriag the risk of digital
addiction.

The proposals should provide appropriate indicators to measure the progress towards the
relevant expected outcomes.

Scope Laying the ground for a healthy life starts in childhood. Accordingly, and in line with
the HealthyLifestyles4All Initiativé®>, t he O He al t BU NonCommougieableh e r 6
Diseases Initiativ¥, and the Communication of the Commission on enabling the Digital
Transformation of Health and C&%é°, the main goal of the research and innovation should

35 This decisionis available on the Funding and Tenders Portal, in the reference documents section for
Horizon  Europ , under 60Si mplified cost s decisions
https://ec.europa.eu/info/fundisignders/opportunities/docs/202027/horizon/guidanceAs
decision_he_en.pdf

36 https://sport.ec.europa.eu/healthylifestyle4all

37 https://ec.europau/health/norcommunicablediseases en

38 https://digitatstrateqgy.ec.europa.eu/en/policies/ehealth

39 https://digitatstrategy.ec.europa.eu/en/library/communicatoablingdigital-transformatiorhealth

and-caredigital-single marketempowering
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be to promote healthier societies by developing holistic solutions that foster healthy lifestyles
from early age with longerm impact(s).

Digitalisation poses risks but can also be a driving force for empowering young citizens, who
are growing up in amcreasingly digitised world, in taking an active role in the management
of their own health conditions, mental and social eeling, and promote healthy lives and
disease prevention, through innovative solutions, coordinated pesstred care models and
better health literacy.

The topic encourages the participation of small and mediaed enterprises (SMES), as well

as of European, national and regional authorities and civil society, in order to strengthen the
scientific and technological expertise ®MEs in the health and care domain to promote the
uptake of innovative health and care solutions in Europe.

The proposed research and innovation should focus on several of the following aspects:

1 Develop and advance persoentred, evidenebased andcoordinated disease
prevention intervention solutions to suppo
an increasingly digital society. The effectiveness of the intervention solutions should be
evaluated, inter alia, in terms of health outcomesmf@arative) coseffectiveness,
implementation facilitators and barriers. The target group should include children and
adolescents up to 25 years of age from different secomomic backgrounds.

1 Develop and integrate innovative, privacy preserving toots tachnologies, such as
(but not limited to) activity trackers, sensors, serious games, platforms and robotics,
Massive Open Online Courses (MOOCS) in coordinated and integrated care models, to
help children and adolescents lead healthy, active and §itestyles, prevent diseases,
as well as to better monitor and manage their physical, social and mental health.
Empower children and adolescents to navigate the health and care systems, interact with
their doctors, formal and informal carers, social csclas well as better manage their
own health at home, in the community and at school, taking into account specific youth
psychiatric risk factors, the risk of addiction, as well as the geographic, social and
economic determinants of health and digitaféity inequities.

1 Stimulate the adoption of perseentred approaches and solutions for better health, care
and weltbeing of children and adolescents, by including stakeholders from all the
relevant sectors (including but not limited to education, leissogjal innovation,
healthcare, Medtech, media and citizens) in thecreation, design, planning and
adoption of the solutions, as well as the training of theiruessits.

1 Develop and disseminate eviderzzsed guidance and tools for children and adotgsce
promoting healthy balance between a sedentary digitised lifestyle and a more active non
digitised lifestyle in support of their physical, mental and social health anébeial) on
short and longterm basis.
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1 Develop, implement (pilot and/or scal@) and promote persecentred tools and
interventions for better physical and mental wellbeing, addressing the risks of digital
addiction and overconsumption, isolation and mental illness, by promoting physical,
intellectual or artistic activities, social eraction and providing mental health support
and treatment.

In all instances, gender as well as demographic, geographic andesonmmic aspects
should be duly taken into account.

This topic requires the effective contribution of social sciences andarities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise and the involvement of youth throughout the project in order to
produce meaningful and significant effects enhancing the socmfact of the related
research activities.

Moreover, greater involvement of ntwealth sectors directly affecting risk factors and
determinants of health, for example (physical) environment, food and nutrition, security,
education, sports, finance, indysis desirable/encouraged, as relevant.

Proposals should be highly integrated, ambitious, go beyond simple networking and provide
appropriate indicators to measure progress and impact.

Selected projects under this topic are strongly encouraged to paetioipaint activities as
appropriate. These joint activities could, for example, take the form of clustering of projects
and involve joint coordination and dissemination activities such as the participation in joint
workshops, the exchange of knowleddes tevelopment and adoption of best practices and
adoption strategies on regional, national and European level. The details of these joint
activities will be defined during the grant preparation phase with the Commission. Applicants
should plan a necessdrydget to cover this collaboration.

Applicants invited to the second stage and envisaging to include clinical studies should
provide details of their clinical studies in the dedicated annex using the template provided in
the submission system. See defonit of clinical studies in the introduction to this work
programme part.

HORIZON -HLTH -2024STAYHLTH -01-05-two-stage: Personalised prevention of nen
communicable diseasesaddressing areas of unmet needs using multiple data sources

Specific conditions

Expected EU The Commission estimates that an EU contribution of between
contribution per 8.00 and 12.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposalgaesting different amounts.

Indicative budget = The total indicative budget for the topic is EUR 50.00 million.
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Type of Action

Research and Innovation Actions

Admissibility
conditions

The conditions are described in General Annex A. The follov
exceptions apply:

Applicants submitting a proposal under the blind evaluation pilot
General Annex F) must not disclose their organisation na
acronyms, logos, nor names of personnel in Part B of their first |
application (see General Annex E).

Eligibility
conditions

The conditions are described in General Annex B. The folloy
exceptions apply:

Il n recognition of the opening
programmes to European researchers, any legal entity establishec
United States of America is eligible to receive Union funding.

If projects use satellitbased earth observation, positioning, naviga
and/or related timing data and services, beneficiaries must make
Copernicus and/or Galileo/EGNOS (other data and cesvimay
additionally be used).

Award criteria

The criteria are described in General Annex D. The follow
exceptions apply:
For the second stage, the thresholds for each criterion will |

(Excellence), 4 (Impact) and 3 (Implementation). The cumule
threshold will be 12.

Procedure

Legal and financial
setup of theGrant
Agreements

The procedure is described in General Annex F. The folloy
exceptions apply:

This topic is part of the blind evaluation pilot under which first st
proposals will be evaluated blindly.

The rules are described in General Annex G. The following excep
apply:

Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lump sum contribu
under the Horizon Europeadygramme’ the Framework Programme f
Research and Innovation (202027) i and in actions under th
Research and Training Programme of the European Atomic El
Community (20212025).4°,

40 This decisionis available on the Funding and Tenders Portal, in the referdacuments section for
Europe, under 6Si mplified costs

Hori zon

https://ec.europa.eu/info/fding-tenders/opportunities/docs/202027/horizon/guidancels

decision _he en.pdf
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Expected OutcomeThis topic aims at supporting activities tteae enabling or contributing

to one or several i mpacts of destination 1
that end, proposals under this topic should aim at delivering results that are directed at,
tailored towards and contributing to seal of the following expected outcomes:

1 Citizens have access to and use effective personalised prevention schemes and health
counselling (including through digital means) that take into account their individual
characteristics and situation. Individuaian be assigned to particular groups based on
their characteristics, and receive advice adequate to that group. Stratification of a
population into groups showing similar traits allows for effective personalised disease
prevention.

1 Health professionals useffective, tried and tested tools to facilitate their work when
advising both patients and healthy individuals. Public health programme owners gain
insight into the specificities and characteristics of disease clusters within the population
through strafication. This can then be used to facilitate the identification of population
groups with elevated risk of developing certain diseases and improve the programmes,
update them and design effective strategies for optimal solutions and interventions.

1 Nationd and regional programmes make better use of funds, data infrastructure and
personnel in health promotion and disease prevention, primary and secondary healthcare.
They can consider the use of new or improved ambitious policy and intervention options,
with expected high populatiewide impact, for effective health promotion and disease
prevention.

1 Companies generate opportunities for new product and service developments to cater to
the needs of the healthcare service and individuals.

Scope Non-communical# diseases (NCDs) are responsible for the majority of the disease
burden in Europe and are the leading cause of avoidable premature death. The human and
financial cost of NCDs is high and expected to grow. Reducing the burden of NCDs requires a
holistic agroach and tackling health inequalities across the board. Preventing NCDs from
developing in the first place will be at the core of successful public health programmes in the
future.

Personalised approaches and the development of targeted interventiensedhato an
impressive progress in several fields of medicine and have been included in many treatments.
However, the use of stratification and individualisation in guiding prevention strategies is still
not widely in use even though examples of its padéare accumulating. Identifying people

at risk of developing a particular disease before the disease starts to manifest itself with
symptoms greatly improves treatment options. It is estimated that about two thirds of all
NCDs are preventable, many affieg people who are unaware of their disease risks or do not
have access to information pertaining to the management of the condition.
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Personalised prevention is the assessment of health risks for individuals based on their
specific background traif$ to recommend tailored preventith This can include any
evidencebased methotf. Personalised prevention strategies complement general public
health prevention programmes without replacing them, optimising the benefit of both
approaches. Personalised pmi@n is ideally suited to the use of large data sets,
computational and omics approaches, with design and use of algorithms, integratpghin

bi ol ogi cal and medi cal informati on, machi ne
t wi n 6 ogygtakingnintolaccount explainable and transparefft Al

The funded projects will work towards reducing the burden of NCDs in line with the
6Heal t hi eirEUNongenimurecable Diseases Initiative This does not limit the
scope of projects underishtopic to particular diseases as any disease area of interest, co
morbidities and health determinafitsan be addressed.

Accordingly, the proposed research is expected to deliver on all of the following points:

1 Enable the understanding of areas of unmestd in NCDs prevention, possibly also
addressing disease mechanism, management of disease progression and relapse.
Providing new approaches for prevention, focussing on the digitally supported
personalised dimension, that can be adopted and scaled up.

1 Devise new or improved ambitious policy and intervention options, with expected high
populationwide impact on the target groups in question. To be proposed and made
available for effective health promotion and disease prevention including targeted
communicabn strategies to successfully reach out to the risk groups.

1 Design an integrated, holistic approach that includes several of the following aspects:
genetic predisposition to NCDs, mefanomics, epigenomics, the microbiome,
metabolomics, sleep disordelarge cohorts, molecular profiling in longitudinal health
screening, impact of lack of physical activity, novel predictive biomarker candidates,
diets and nutrition, eating habits for designing customised dietary patterns (geographical
variation), and thafluence of choice environment on personal choices.

1 Study the ethical, legal and social aspects as well as health economics of the
personalised prevention tools and programmes being developed. Consider optimal health
counselling and communication to the patients/citizens. Address legal aspects of
balancinghe right not to know and the obligation of helping people in danger.

Furthermore, the proposed research is expected to deliver on several of the following points:

4 (Epi-)genetic, biological, environmental, lifestyle, social, behavioural, etc.

42 Possibly along with digitally supported disease management schemes.

43 For example: medication, diet programmes, early diagnostics, monitoring, lifestyle advice and
modification, specific training/exercise, psychosocial interventions, meditation, etc.

a4 See: European strategic research agenda in artificial intelligbtips://www.eliseai.eu/work/agenda
andprograms

45 https://ec.europa.eu/health/noommunicablediseases/overview_en

46 Sacial and economic environment; physical environment; individual characteristics; behaviour.
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Develop and validate effective strategies to prevent NCDs and optimise health and well

being of citizens (including the most vulnerable). Propose the strategies to policymakers
along with mechanisms to monitor their progress. The strategies need to be aligned with
relevant national and European health laws and policies.

Provide scientific evideze on interactions between the genetic predisposition to
multifactorial diseases and environmental factors or environmental triggers. Propose
scientifically supported personalised prevention strategies that ensure how to modify the
environmental drivers dfehavioural risk factors.

Develop new computational tools combining and analysing comprehensive data with
different dimensiorf{ to identify risk factors and modifiers. Creating procedures and
algorithms to combine information from different sources (wiidlindardised common

data models) to generate risk scores for several diseases and provide health promotion
recommendations for the individual as advised by healthcare professionals. Furthermore,
develop advanced computational modelling technitfdes predcting disease risk and
predisposition (addressed together in an integrative approach) and identifying the
optimal solution/intervention for different target groups and individuals.

Develop tools and techniques to increase the efficiency andeftesttiveness of on the

one hand interventions, adjusting their scope, characteristics and resources, and on the
other hand healthcare infrastructure and how it promotes and delivers health promotion,
disease prevention, and care effectively to the different popalgroups.

Design tools to collect various data to advance health promotion and disease prevention
and strategies for providing omics essays for the general patient with a focus-on cost
effectiveness and flexibility.

Determine how to optimise the bensfiof physical activity, smart monitoring of
physical activity and sedentary behaviour with measurable data, addressing barriers to
uptake and implementation of healthy lifestyles in daily life, understanding what
promotion methods work and why, behavidwseaience to understand healthier choice
environments. Balancing the ecosystem associated with the economic, social, and health
consequences of NCDs. Affordability related consideration should be taken into account
to ensure accessibility of new tools aedhniques.

Conduct data mining of realorld data and develop quantifiable and distinguishable
indicators from wearabl eweidgahtag Alakmegns n
patient privacy and short reaction times.

47

48

For example, genomic, biomarkers, metagenomics, diet, synthetic data, lifestyle, wearables (physical
activity), mental health, gender, age, physical and sociaéia@mment.

Computational techniques, e.g., virtual twin; deep, fair and/or federated machine learning; Al and
symbolic Al.
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1 Demonstrate with a practical podype on a given health challenge: from multimodal
data collection to identification of an effective prevention strategy to be tested and
validated for one or several NCDs.

Where relevant, the projects should contribute to and create synergies withgongtonal,

European and international initiatives such as the European Partnership for Personalised
Medi ci ne, t he 6 H@ Mdn€odmmunicabld Dispaséshndiatile Eur ope o6 s
Beating Cancer Pl an and the MiNCPs the EMAN Can (
6Dar wi n8eaet wor k

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to progluceaningful and significant effects enhancing the
societal impact of the related research activities.

Where relevant, activities should build on and expand results of past and ongoing research
projects. Selected projects under this topic are expectedrtwgipate in joint activities as
appropriate, possibly including also related projects from other call topics. This can take the
form of project clustering, workshops, joint dissemination activities etc. Applicants should
plan a necessary budget to cotres collaboration.

Applicants invited to the second stage and envisaging to include clinical studies should
provide details of their clinical studies in the dedicated annex using the template provided in
the submission system. See definition of cliniciidgées in the introduction to this work
programme part.

49 https://ec.europa.eu/health/rRoammunicablediseasesen
50 https://www.ema.europa.eu/en/abaisthowwe-work/big-data/dateanalysisrealworld-interrogation
networkdarwineu
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Destination 2. Living and working in a healthpromoting environment

Calls for proposals under this destination are directed towards the Key Strategic Orientation
KSO-D Céeating a more resilient, inasive and democratic European sooiety of Hor i z o
Europeds St r-2024 BasearchPahdaimmovai®nzupported under this destination

should contribute to the i mpact area OA res
particular to the folling expected impact, set out in the Strategic Plan for the health cluster:

6l iving and wor ki n g-proenating anad sustanabiesthanks te betiee a | t
understanding of environmental, occupational
In addition, research and innovation supported under this destination could also contribute to
the following impact -quaebsty 6&oco0ds dielall ¢ hhaal

change mi tigation and adaptati omdd,sodardd. 6 dlh
environment we live and work in is a major determinant of our health andbeialy.
Environmental factors are estimated to account for almost 20% of all deaths in Europe. The
impacting factors on both physical and mental health and welllaeggot all identified nor

their effects comprehensively understood and accounted for to support exMidsedepolicy

and decisiormaking. Therefore, Destination 2 aims at filling knowledge gaps in the
understanding of the impacts on our health and -baithg of those environmental,
occupational and socieconomic risk factors that have the most significant or widespread
societal impacts. In this work programme, Destination 2 focuses on pollution, disrupting
chemicals, environmental degradation, climatd ather environmental exposures in living
and working environments. The results wild.l S
and overarching policy frameworks such as the European Green Deal, the Chemical Strategy
for Sustainability, the EU Adaation Strategy, the EU Biodiversity Strategy 2030, the 8th
Environment Action Programme, the EU Strategic Framework on Health and Safety at Work
as well as the WHO European Environment and Health Process (EHP). Strong collaborations
across sectors and witlther Horizon Europe clusters dealing with issues such as agriculture,
food, environment, climate, biodiversity, mobility, security, urban planning, social inclusion
and gender will be needed to ensure that maximal societal benefits are reached. viéws, in

of increasing the impact of EU investments under Horizon Europe, the European Commission
welcomes and supports cooperation betweerlded projects to enable crefgstilisation

and other synergies. This could range from networking to joint aesviiuch as the
participation in joint workshops, the exchange of knowledge, development and adoption of
best practices, or joint communication activities. All topics are open to international
collaboration to address global environment and health chaienge

Expected impacts:

Proposals for topics under this destination should set out a credible pathway to contributing to
living and working in a healtpromoting environment, and more specifically to one or
several of the following impacts:
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Policymakers andegulators are aware and well informed about environmental,-socio
economic and occupational risk factors as well as hgattinoting factors across
society;

Environmental, occupational, social, economic, fiscal and health policies and practices at
the EU, rational and regional level are sustainable and based on solid scientific
evidence. These include overarching policy frameworks such as the European Green
Deal, the Chemical Strategy for Sustainability, the 8th Environment Action Programme,
the EU Adaptatin Strategy, the Farm to Fork Stratelgythe EU Biodiversity Strategy
2030, the EU Strategic Framework on Health and Safety at Work and the European
Environment and Health Process led by the World Health Organization;

The upstream determinants of diseaseelated to choices in energy generation,
agricultural and food processing practices, industrial production, land use planning, built
environment and constructierare known, understood and reduced;

The health threats and burden resulting from hazardowsnichls, biodiversity
degradation and air, water and soil pollution and contamination is reduced, so that the
related number of deaths and illnesses is substantially reduced by 2030;

Living and working environments in European cities and regions are ieealttore
inclusive, safer, resilient and sustainable;

The adaptive capacity and resilience of populations and health systems in Europe to
climate and environmental changdated health risks is strengthened;

Citizenso h-bemng tsprotecteddal pvambtéd, and premature deaths,
diseases and inequalities related to environmental pollution and degradation as well as
unhealthy lifestyles are prevented,;

Citizens understand better complex environment and health issues, and effective
measures to addse them and support related policies and regulation.

The following call(s) in this work programme contribute to this destination:

Call Budgets (EUR million) Deadline(s)
2023 2024
HORIZON-HLTH-2023 103.00 13 Apr 2023
ENVHLTH-02
HORIZON-HLTH-2024 60.00 19 Sep 2023 (Firs
ENVHLTH-02-two-stage Stage)
11 Apr 2024

51

https://food.ec.europa.eu/horizontapics/farmfork-strategy _en
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(Second Stage)

Overall indicative budget 103.00 60.00

Part 4- Page33 of 212




Horizon Europe- Work Programme 2022024
Health

Call - Environment and health (Single stage 2023)

HORIZON-HLTH -2023ENVHLTH -02
Conditions for the Call

Indicative budget(S¥

Topics Type Budgets Expected EU Indicative
of (EUR contribution = number
Action | million) per project of
| (EUR projects
2023 million)>3 expected
to be
funded

Opening: 12 Jan 2023
Deadline(s): 13 Apr 2023

HORIZON-HLTH-2023ENVHLTH-02-01 RIA 30.00°* 5.00t06.00 5
HORIZON-HLTH-2023ENVHLTH-02-02 RIA 30.00°®* 5.00t06.00 5

HORIZON-HLTH-2023ENVHLTH-02-03 RIA 40.00°° 6.00t07.00 7

HORIZON-HLTH-2023ENVHLTH-02-04 CSA | 3.00° Around 3.00 1

Overall indicativebudget 103.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene

52 The DirectorGeneral responsible for the call may decide to open the call up to one month mnior to

after the envisaged date(s) of opening.

The DirectorGeneral responsible may delay the deadline(s) by up to two months.

All deadlines are at 17.00.00 Brussels local time.

The budget amounts are subject to the availability of the appropriations prdeidedthe general
budget of the Union for years 2023 and 2024.

53 Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.

54 Of which EUR 17.00 million from the 'NGEU' Fund Source.

55 Of which EUR 17.00 millio from the 'NGEU' Fund Source.

56 Of which EUR 24.00 million from the 'NGEU' Fund Source.

57 Of which EUR 1.50 million from the 'NGEU' Fund Source.
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Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

Award criteria The criteria are described in General Anr
D.

Documents The documents are described in Gent
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legal and financibsetup of the Grant The rules are described in General Annex

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2023ENVHLTH -02-01: Planetary health: understanding the links
between environmental degradation and healtimpacts

Specific conditions

Expected EU The Commission estimates that an EU contribution of between
contribution per  5.00 and 6.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget The total indicative budget for the topic is EUR 30.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in Genefainex B. The following
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

If projects use satellitbased earth observation, positioning, naviga
and/or related timing data and services, beneficiaries must make |
Copernicus and/or Galileo/EGNOS (other data and services
additionally be used).

Award criteria The criteria are@lescribed in General Annex D. The following exceptit
apply:
The thresholds for each criterion will be 4 (Excellence), 4 (Impact) 8
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(Implementation). The cumulative threshold will be 12.

Legal and The rules a& described in General Annex G. The following excepti
financial setup of apply:

the Grant In order to optimise synergies and increase the impact of the projec
Agreements projects selected for funding from this topic will form a cluster anc

required to participate in common netwodiand joint activities (and il
determining modalities for their implementation and the spe
responsibilities of projects). Depending on the scope of prop
selected for funding, these activities may include:

1 Attendance of regular joint meeting®.g., common Kkicloff
meeting and annual meetings).

1 Periodic report of joint activities (delivered at each reporti
period).

1 Common dissemination and communication activities (which n
include, for example: a common dissemination a
communication stragy, web portal and visual identity, brochur;
newsletters).

1 Common Data Management Strategy and Common Po
Strategy (including joint policy briefs).

1 Thematic workshops/trainings on issues of common interest.

1 Working groups on topics of common interegé.g. data
management, communication and dissemination, scigoloey
link, scientific synergies).

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several e X p e ¢ t and workimgiraacheatprométingd e st i n
environmento6. To that end, proposals under t
directed, tailored towards and contributing to most of the following expected outcomes:

1 Climate and environmental policieseasupported with better knowledge on the Earth
natural systems and human health interactions;

1 Sustainable planetary health policies which fostebewefits to human health and the
health of ecosystems are supported with robust evidence;

1 Cross sectorial ah multidisciplinary scientific collaborations, including expertise in
public health and One Health, are established;

1 Public authorities rely on indicators about the impacts on human health of changes or
degradation of natural systems to support adaptatiohmitigation strategies to natural
hazards;
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1 Policymakers have better tools to improve the predictive capability and preparedness as
well as to envision prevention strategies to deal with the impacts on human health of
changes or degradation of ecosystems

fTCitizens are engaged and informed about ¢t
human health and behaviours aiming at the conservation of ecosystems are promoted.

Scope Globally, life quality and expectancy have increased to unprecedenteddeeelthe

last decades due to the significant public health, agricultural, industrial and technological
achievements of the 20th century. On the other hand, the ongoing trend of environmental
degradation and global climate and environmental changes heduicéld new pressures,
which involve large impacts on human health and might put at risk the recent public health
gains.

Among others, climate change, biodiversity loss, biological invasions, environmental
pollution, changes in land use and degradatiomprdsfation, thawing permafrost (in polar
regions, and particularly in the Arctic), overfishing, new animal diseases and acidification of
water bodies can result in reduced food and water availability and safety and increased
exposure to factors causingecfious and nocommunicable diseases. Additionally, changes

in weather and climate extremes have been observed across the globe, resulting in an increase
of the frequency and intensity of extreme weather events such as heavy precipitation and
floods, heatvaves and hot extremes, droughts and tropical cyclones.

There is increasing evidence showing that many of these environmental stressors and changes
can cause profound shodnd longterm negative impacts on human health and-taeihg,
contributing toincreased morbidity and mortality worldwide. Understanding and acting upon
these challenges calls for a multidisciplinary, cresstorial and tranborder approach
ranging from the local to the global scale. The effects can be direct due to increésadsin f
heatwaves, water shortages, landslides, exposure to ultraviolet radiation, exposure to
pollutants, among others, or indirect and complex, as climate chanegkated or ecosystem
mediated. In addition, it is imperative that the solutions and ingistchosen to prevent
environmental degradation are safe for human health and the environment.

Planetary health is a concept focused on the interdependencies between human health and the
state of earthés compl ex nat adng how thg sutreetms . A
trend of humanelated environmental degradation can affect the health anebeialj of

current and future generations. The Rockefeller Foundaameet Commission on Planetary

Health®® published a report in 2015, laying the foundatifor the development of this
important new field of study. In 2020 the Helsinki declaratiéftwas published, resulting

58 https://www.helancet.com/pdfs/journals/lancet/P11S048¥B6(15)609041 . pdf

59 fiOur definition of planetary health is the achievement of the highest attainable standard of health, well
being, and equity worldwide through judicious attention to the human sysfastiical, economic,
and sociadt h a't shape the future of humanity and the
environmental limits within which humanity can flouritut simply, planetary health is the health of
human civilisation and the state of thetumal systems on which it depeidds

60 A call for urgent action to safeguard our planet and our health in line with the helsinki declaration
ScienceDirecthttps://www.giencedirect.com/science/article/pii/S0013935120314973
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from a conference where participants discussed how to implement the planetary health
approach in Europe in the context of the Europ&aeen Deal. Planetary health is also a
priority topic in the research agenda in environment, climate and health proposed by the
Coordination and support action HERA

Applicants are invited to submit proposals providing actionable evidence for policynbakers
take preventive actions to protect the human health and wellbeing by exploring the links
between human health and environmental degradation in an integrated and comprehensive
manner. More fragmented contributions focused on less studied aspects ghehliaks
between climate change and health and, between biodiversity and health, will also be
considered.

To advance the knowledge on planetary health to support policymaking in this area, the
applicants should address several of the following activities

1 Provide strengthened evidence for health and wellbeing impacts of planetary changes,

considering a systems thinking framework or a fragmentary approach focused on the
impacts of climate change and biodiversity loss on human health (for biodiversity loss,
proposals should not focus on the connection between the biodiversity loss and
ecosystem degradation with the prevention of zoonotic emerging diseases since this
topic will be covered by CL-2023BIODIV: Interlinkages between biodiversity loss and
degrad#ion of ecosystems and the emergence of zoonotic diseases);

Provide improved understanding and modelling of hureaological systems
interactions and ecosystemediated effects on human health and selhg, including
the attribution of health outcomesdanvironmental change;

Provide a methodology to identify and prioritise threats for public health caused by
environmental degradation, with a view to improving preparedness of health systems to
these threats, through structured processes that move frdenegito recommendations

and decisions;

Investigation how infections agents that might have the capacity to adapt to other host
species can spread via the environment, and how this type of insight might lead to
enhanced monitoring strategies;

Lay the foundtions for integrated surveillance systems considering already established
monitoring systems (e.g. systematic wastewater monitoring) and using available and
newly collected health, socioeconomic, and environmental data for defined populations
over longertime periods. This would provide early detection of emerging disease
outbreaks (e.g. zoonotic diseases, potential permafrost release of new and old pathogens)
or changes in nutrition and na@ommunicable disease burden and support the
assessment of the egrated health, environmental, and socioeconomic effect of policies
and technologies.

61

https://www.heraresearcheu.eu/
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1 Explore strategies to reduce environmental damage and harmful emissions (e.g. air
pollution) including assessment of healthbmmefits through engagement with relevant
HE partnerships and missions;

1 Explore implications of planetary health for health systems and public health and
identify opportunities to mitigate adverse health impacts of environmental degradation;

1 Improve risk communication to policymakers, public auties, industry and the public
and support evidendgaformed decisions by policymakers, by increasing capacity to do
systematic reviews and provide rigorous policy briefs;

1 Advance knowledge and actions to reduce the burden otommunicable diseases
while reducing the environmental pressure in areas like nutrition, physical activity, and
mobility, and to assess the integrated health, environmental, and socioeconomic effect of
those actions (i.e. behaviour change interventions, policies or new technplogies

1 Provide better understanding on adaptation to climate and other environmental changes
to protect human health, including the interactions between different planetary
boundaries and the need to integrate adaptation and mitigation strategies;

1 Improved helth impact assessment approaches accounting for environmental
externalities and estimating the cost and benefits of interventions versus no action.

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and thenvolvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related research activities. Researchers should carefully integrate
distributive considerations in their analysis by considering, where relevant, disaggregated
effects for different soci@conomic groups.

In order to optimise synergies and increase the impact of the projects, all projects selected for
funding from this topicwill form a cluster and be required to participate in common
networking and joint activities. Without the prerequisite to detail concrete joint activities,
proposals should allocate a sufficient budget for the attendance to regular joint meetings and
to cover the costs of any other potential common networking and joint activities.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023ENVHLTH -02-02: Evidencebased interventions for promotion
of mental and physical health in changing working environments (pogbandemic
workplaces)

Specificconditions

Expected EU The Commission estimates that an EU contribution of between
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contribution per
project

5.00 and 6.00 million would allow these outcomes to be addre
appropriately. Nonetheless, this does not preclude submissior
selection ofa proposal requesting different amounts.

Indicative budget

The total indicative budget for the topic is EUR 30.00 million.

Type of Action

Eligibility
conditions

Award criteria

Legal and
financial setup of
the Grant
Agreements

Research and Innovation Actions

The conditions are described in General Annex B. Tdiowing
exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

The aiteria are described in General Annex D. The following except
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) &
(Implementation). The cumulative threshold will be 12.

The rules are described in General Annex G. The following excep
apply:

In order to optimise synergies and increase the impact of the projec
projects selected for funding from this topic will form a cluster anc
required to participate in comon networking and joint activities (and
determining modalities for their implementation and the spe
responsibilities of projects). Depending on the scope of prop
selected for funding, these activities may include:

1 Attendance of regular joint eetings (e.g., common kiakf
meeting and annual meetings).

1 Periodic report of joint activities (delivered at each reporti
period).

1 Common dissemination and communication activities (which n
include, for example: a common dissemination a
communicatn strategy, web portal and visual identity, brochu
newsletters).

1 Common Data Management Strategy and Common Po
Strategy (including joint policy briefs).

1 Thematic workshops/trainings on issues of common interest.

1 Working groups on topics of commomtérest (e.g. data
management, communication and dissemination, scieoloey
link, scientific synergies).
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Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several expected impacts of destinationl2i vi ng and w-pronboiingg i n
environmento. To that end, proposals wunder t
directed, tailored towards and contributing to most of the following expected outcomes:

1 Public authorities and regutas are supported with eviderbased guidance to design
occupational health policies;

1 Public authorities, employers, organisations and social partners (e.g. trade unions and
employer organisations) are better supported with tools, evideasssl interveion
options and guidelines to promote mental and physical-lvegtig and health in the
workplace;

f Public authorities and the scientific community have access to FAIR? dath robust
evidence on direct links between psychosocial and physical risk fatttire workplace
(considering also individual differences such as age, gender, cultural background,
bodily/cognitive abilities) and specific health outcomes;

1 Public authorities, regulators and social partners are informed by evidence on the costs,
benefits sustainability and expected challenges of available solutions;

1 Public authorities and employers take advantage of the best available knowledge
(including new innovations and ways for action) to support interventions and solutions
on the design of the Huworking environment and promote healthier behaviours at the
workplace;

1 Public authorities and employers develop adequate measures to prevent and reduce the
negative outcomes of exposure to psyshoial and physical risk factors in the
workplace and sygort recovery;,

1 Workers are more protected against woelated hazards and informed about effective
prevention approaches based on specific and appropriate measures and health enhancing
behaviours;

1 Workers living with a chronic disease and/or recoverioghfa mental of physical health
problem are supported to continue/return to work.

ScopeThe digital and green transitions (referr
the workplace at a rapid pace, leading to new forms of work (e.g. hybrid gigreconomy

jobs) or changes in the forms of management and work organisation (e.g. through algorithmic
decisionmaking and digital worker performance monitoring) for workers across the
spectrum. These changes have varying impacts on the working conditmmee and health

and occupational safety both for skilled and unskilled workers. Furthermore, they contribute

to the high costs of workelated illnesses and accidents for employers and the European
economy in general.

62 See definition of FAIR data in the introduction to this work programme part.
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Mental health and ergonomielated problems affect a significant number of EU workers.
Musculoskeletal disorders (MSDs) are one of the most commonelated health problems

in the EU and workers and managers commonly identify stress, depression and anxiety as
serious psychosocial outt@s of workplace exposures. Changes in the organisation of work
can bring flexibility that allows more people to enter the labour force, but may also lead to
psychosocial problems (for example, insecurity, compromised privacy and rest time,
inadequate OStnd social protection, as well as stress due to excessive or atypical working
hours, performance monitoring by algorithms and similar Al applications).

Some workplaces have either become exclusive
model (e.gmultilocational working, home office), some work tasks and processes performed
virtually and others requiring physical presetica significant number of jobs are performed

at clientsdé premises or require workesrs to
regularly. Such workers are facing additional legal, social, environmental and economic
issues. Data on how these affect their mental/physical health andeiredlis scarce.

The emergence and persistence of the COYDpandemic has accelerated trece of
change, causing, i n S 0me cases, addi tiona
(differentially affecting certain segments of the working force) and intensifying already
existing physical risk factors (e.g. ergonomic risks). The European Pill8o@al Rights

Action Plarf*aims to promote a healthy, safe and veelapted work environment in the EU

and relies on Horizon Europe for research and innovation supporting economic and social
resilience and sustainability. The EU strategic framework ortthaal safety at work 2021

2027° recognises the needs, challenges and opportunities that technological innavaltion

the pandemic bring for the working population and calls for strengthening the evliksee

for policymaking and implementation.

To addres the issues described above, research actions under this topic should include several
of the following activities:

1 Provide adequate and robust data on the impact (positive and negative) that the ongoing
changes in the workplace are having on the mentdl gdrysical health of different
categories of workers and working sectors (e.g. teleworkers,-looodsr commuters,
gig economy workers, and vulnerable groups such as women, migrants and young and
older workers with increased demonstrated risk for MSDs}|uding gender and
intersectional analyses, where appropriate;

1 Generate evidence (including data) not only on mental health, but also on mental well
being at the workplace and how changing work organisation due to the twin transitions
and the pandemic &fc t s w o r -kfeebalande amdavork ability;

63 The future of working in a virtual eironment and occupational safety and health,
https://osha.europa.eu/en/publications/futwa@king-virtual-environmertandoccpationalsafety
andhealth

64 https://op.europa.eu/webpub/empl/europpdiar-of-sociatrights/en/

65 https://osha.europa.eu/en/safatydhealthleqislation/eustrategieframeworkhealthandsafetywork-
2021-2027
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Generate evidence (including data) on the importance of risk factors (such as stress
caused by new working environments, static postures and physical inactivity, physically
strenuous and highly repetitive ovk arising from the workplace design) in the
development of chronic and acute diseases;

Increase the understanding of the links between different hg@thoting factors in the
working-built environment and physical and mental health outcomes, anthlese' may
be mutually reinforcing;

Explore the health impacts of changing working times, including excessive and atypical
working hours and work in different time zones that blur work from leisure time,
limiting recovery. Effects should consider a widegamwf diseases;

Provide recommendations for effective interventions to prevent occupational risks and
support the mental and physical health and -“aeilhg at individual (worker),
organisation (employer) and policy (government) levels for different ségfmes of

work, including an analysis on their caxftectiveness, sustainability and barriers to
implementation at national and/or EU level;

Advance the development of a scientific framework addressing Occupational safety and
health (OSH) across policiesd sectors and support new and sustainable (fptoc)

tools, guidelines and policies concerning the evaluation and design of physical and
psychosocial work environment;

Provide tools and approaches to anticipate new OSH risks, also taking account of lessons
learnt from the COVIB19 pandemic, for instance in relation to digital technologies and
associated new ways of working.

This topic requires the effective contributiaf social sciences and humanities (SSH)

disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the

societal impact of the related search activities. Researchers should carefully integrate

distributive considerations in their analysis by considering, where relevant, disaggregated

effects for different soci@conomic groups.

Projects are expected to contribute to the New European 8suNEB) initiative® by
interacting with the NEB Community, NEBLab and other relevant actions of the NEB
initiative through sharing information, best practice, and, where relevant, results.

In order to optimise synergies and increase the impact of thectgogall projects selected for
funding from this topic will form a cluster and be required to participate in common
networking and joint activities. Without the prerequisite to detail concrete joint activities,
proposals should allocate a sufficient budige the attendance to regular joint meetings and
to cover the costs of any other potential common networking and joint activities.

66 https://europa.eu/newuropearbauhaus/index_en
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definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -

2023ENVHLTH -02-03: Health impacts of endocrinedisrupting

chemicals: bridging sciencepolicy gaps by addessing persistent scientific uncertainties

Specific conditions

Expected EU
contribution per
project

Indicative budget

Type of Action

The Commission estimates that an EU contribution of between
6.00 and 7.00 million would allow these outcomes to be addre
appropriately. Nonethelesghis does not preclude submission ¢
selection of a proposal requesting different amounts.

The total indicative budget for the topic is EUR 40.00 million.

Research and Innovation Actions

Eligibility
conditions

The conditions are described in General Annex B. The follow
exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligibto receive Union funding.

The Joint Research Centre (JRC) may participate as member
consortium selected for funding.

Award criteria

Legal and
financial setup of
the Grant
Agreements

The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterionlivibe 4 (Excellence), 4 (Impact) and
(Implementation). The cumulative threshold will be 12.

The rules are described in General Annex G. The following excep
apply:

In order to optimise synergiesciimcrease the impact of the projects,
projects selected for funding from this topic will form a cluster anc
required to participate in common networking and joint activities (ar
determining modalities for their implementation and the spe
responsibilities of projects). Depending on the scope of prop
selected for funding, these activities may include:

1 Attendance of regular joint meetings (e.g., common -kik
meeting and annual meetings).

1 Periodic report of joint activities (deliveredt each reporting
period).

1 Common dissemination and communication activities (which n
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include, for example: a common dissemination a
communication strategy, web portal and visual identity, brocht
newsletters).

1 Common Data Management Strategy and @om Policy
Strategy (including joint policy briefs).

1 Thematic workshops/trainings on issues of common interest.

1 Working groups on topics of common interest (e.g. di
management, communication and dissemination, scigoloey
link, scientific synergies).

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several expected I mpact sprombtingdest i n
environmento. To that end, p delivgrimg seaultssthattared e t
directed towards and contributing to all of the following expected outcomes:

1 Public authorities including EU risk assessment bodies and regulators are supported with
scientific evidence to implement the comprehensive Europ#aan Framework on
Endocrine Disruptof€, Chemicals Strategy for Sustainability Towards a T-dxiee
Environment®, EU legislation on plant protection prodifétand EU occupational safety
and health legislatidf;

1 Public authorities improve their risk asseesmt, management and communication
through access to FAIR datand more robust evidence on the causal links between
exposure to endocrine disruptors and health outcomes for which insufficient data exist;

1 Research community has better data on the rolen@daine disruptors and other-co
factors (e.g., lifestyle, behavioural, so@oonomic) to enable a better understanding of
their individual or combined health impacts;

1 Public authorities and the scientific community take advantage of latest methodologies
for advancing the understanding of health impact of exposures;

1 Public authorities, employers and citizens rely on practical evidefmened guidelines
for exposure prevention and reduction;

1 Citizens are engaged and informed about the health impact oSwegs to endocrine
disruptors and risipreventing behaviours are promoted.

67 https://ec.europa.eu/info/policies/endockifisruptors_en

68 Chemicals strategy (europa.eu)

69 https://www.efsa.europa.eu/en/efsajournal/pub/5311

70 EU Strategic Framework on Health and Safety at Work 227 | Safety and health at work EU
OSHA (europa.eu)

m See definitiorof FAIR data in the introduction to this work programme part.
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Scope The function and regulation of the endocrine system in humans and other species is of
high biological complexity. Endocrine disrupting chemicals (EDCs or endodranaptors)

are chemical substances that alter the functioning of the endocrine system and negatively
affect the health of humans and animals. They may either be of synthetic or natural origin.

EDCs are of increasing importance in chemical regulationseifctiropean Union. According

to the Comprehensive European Union Framework on Endocrine Disruptors, adopted in 2018,
the EU strategic approach on endocrine disruptors for the years to come should be based on
the application of the precautionary principl€his approach would aim atnter alia,
minimising overall exposure of humans and the environment to endocrine disruptors, paying
particular attention to exposures during important periods of development of an organism,
such as foetal development and piyaguossibly integrating a life course approach, as well as
accelerating the development of a thorough research basis for effective and Hdookargd
decisionmaking. This includes research for the further management of chemicals (including
multi-constiuent chemicals as well as chemical mixtures), the understanding of the
mechanistic effects of endocrine disruptors and their-desgonse relationships (including at

the molecular and cellular level through the use of new approach methodologies, such as
mul ti omi cs 6, itvire2Diandf3D madelsh vivo sigdels and computational
approaches), and the collection, sharing, harmonisation and combination of robust data
sources.

Closing existing knowledge gaps in the understanding of EDC eff@titsupport more
effective and evidenekased regulations at the European level.

Bringing togetherjnter alia, (molecular) epidemiologists, exposure scientists, toxicologists,
endocrinologists, health care practitioners and risk assessors, research @aadier this topic

should focus on the understanding of the impact of exposures at critical life stages as regards
development of diseases later in life, focusing on the several health endpoints for which there
is currently less information available. Aatwage should be taken of existing biobanks and
disease registries and/or cohorts, with carefully planned measurement strategies and clearly
worked-out hypotheses. The nature of the dossponse relationships and whether effects are
thresholddependent shuld be addressed in the study designs. Similarities between endocrine
systems and certain health outcomes across species should be exploited to improve
understanding of functioning of the endocrine system. Finally, research should attempt at
identifying predictive biomarkers (e.g. from liquid biopsies such as saliva, urine, blood) that
would allow the tracing of endocrine disruptaediated health effects in a shorter period of
time than normally would be required for epidemiological studies.

Research aains under this topic should provide forwdodking mechanistic information on
potential hazards and health risks of exposures to EDCs, through innovative molecular
epidemiological, multifactorial models and systems biology approaches, exploiting the use o
state of the art neanimal methodologies when relevant, and should include several of the
following activities:

1 Studying the impact of EDCs on target organs and in foujan models, and
physiological barriers, such as the placenta, the biwaoh barier, the bloodsaliva
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barrier, intestinal, pulmonary and immune cells as well as their interaction with
microbiota. This should include the provision of a thorough understanding of dose
response relationships;

1 Elucidating health endpoints for which insaiént data exist, such as disturbances in the
development and functioning of the nervous and cardiovascular systems, the immune
system, bone development and disease, obesity, diabetes, hatepemelent cancers
and fertility (e.g. minipuberty, prepuberynd puberty);

1 Providing better biological and imaging biomarkers to predict Eediated health
outcomes, including the quantitative probabilities of having an adverse effect based on
such biomarkers;

1 Gaining better insights into the developmental origihfiealth and disease, especially
for those where less data are available. Assessing the occurrence and relevance of multi
and transgenerationally inherited effects, including molecular and epigenetic
mechanisms that drive multigenerational effects;

1 Gaining better insights into the most sensitive windows of susceptibility, during which
exposure are of particular importance for health effects;

1 Better understanding of the effects of chemicals and chemical mixtures on the
underlying mechanistic crosstalk be®n endocrine axes, endocrine pathways and other
key biological systems, including immune, neurological and metabolic functions;

1 Improving the understanding of chemical mixture effects, including with other toxins
and at low doses. The role of the micrab®in the activation or detoxification of these
chemicals should be explored where relevant.

1 Investigating biological effects of realistic mixtures to get a more detailed understanding
of the endocrine effectome, taking advantage of computational toxycotoml
development of upo-date models;

1 Performing comparative analysis between species, assessing similarities to human
endocrine system and health outcomes and exploitingm@nmalian species as test
organisms, e.g. nemammalian vertebrates and invérates to predict effects or raise
concern about potential effects in humans or vice versa;

1 Exploiting systems biology approaches in order to understand how exposure to an EDC
results in an altered phenotype, a process that implies complex interactioss acr
multiple levels of biological organisation.

Aspects such as gender, regional variations, socioeconomics and culture should be
considered, where appropriate. Proposals should ensure that chemical monitoring data are
shared in IPCHENf through involvemenwith the European Commission's Joint Research

72 IPCheM Portal (europa.eu)
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Centre (JRC). Proposals should also consider involving JRC with respect to the value it could
bring in providing an effective interface between the research activities and regulatory aspects
and/or to transkng the research results into validated test methods and strategies fit for
regulatory purpose. In that respect, the JRC will collaborate with any successful proposal and
this collaboration, when relevanta should be

Applicants should be acquainted with planned activities under the European partnership for
the assessment of risks from chemicals PAREARC will be informed about successful
proposals. Successful proposals will be invited to establish synergie®MRIC and take
advantage of the partnership as a facilitator for open data and methodology sharing with risk
assessors and their scientific networks.

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and thenvolvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related research activities.

In order to optimise synergies and incee#ise impact of the projects, all projects selected for
funding from this topic will form a cluster and be required to participate in common
networking and joint activities. Without the prerequisite to detail concrete joint activities,
proposals should altate a sufficient budget for the attendance to regular joint meetings and
to cover the costs of any other potential common networking and joint activities.

Applicants envisaging to include clinical studies should provide details of their clinical
studiesin the dedicated annex using the template provided in the submission system. See
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023ENVHLTH -02-04: Global coordination of exposome research

Specific conditions

Expected EU The Commission estimates that an EU contribution of around EUR
contribution per = million would allow these outcomes to be addressed appropri:
project Nonetheless, this does not preclude submission and selection

proposal requestindifferent amounts.

Indicative budget The total indicative budget for the topic is EUR 3.00 million.

Type of Action  Coordination and Support Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, legal entities established

3 https://ec.europa.eu/info/fundisignders/opportunities/portal/screen/opportunities/topic
details/horizorhlth-2021-envhith03-01
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United States of America may exceptionally participate as a benefi
or affiliated entity, and are eligible teceive Union funding.

Coordinators of projects must be legal entities established in ai
Member State or Associated Country.

The following additional eligibility criteria apply:

In order to achieve the expected objectives, namely the establishme
forward-looking cooperation framework in the area of the exposome
consortium must include at least one legal entity established in a cc
other than a Member State or an Associated Country.

If projects use satellitbased earth observation, podiilng, navigation
and/or related timing data and services, beneficiaries must make 1
Copernicus and/or Galileo/EGNOS (other data and services
additionally be used).

Award criteria The criteria are described in General Annex D. The following eiarep
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing
tooneorseverakepect ed I mpacts of desti natpiornoing2 O Li \
environmento. To that end, proposals wunder t
tailored towards and contributing to all of the following expected outcomes:

1 Envirorment and health research community, resepatitymaking authorities,
research funders and other relevant stakeholders work together at the European and
international level towards establishing a mediomg-term Global Human Exposome
Network;

1 Environmentand health research community, authorities working at the sepioy
interface and research funders provide options for functioning, financing and governance
of a mediurdongterm Global Human Exposome Network also considering the
strengthening of theoordination of the European Human Exposome Network;

1 Relevant stakeholders profit from a strengthened coordination and collaboration globally
among different fields of research and innovation with relevance to deciphering the
human exposome;

1 A roadmap anda R&l agenda for international cooperation in specified areas of
exposome research and innovation, including, among others, recommendations for
exchange of knowledge and data, policy uptake, technological and conceptual
approaches and promotion of glolb@vel coordinated initiatives on the exposome are
made available to the relevant international stakeholders;
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1 The coordination of research initiatives, infrastructures, facilities and resources in the
area of the Exposome in Europe is supported and re@adprc

1 The interoperability and harmonisation between data and studies is increased facilitating
the exchange and use of information across research disciplines and groups.

Scope The concept of the exposome refers to the totality of environmental exp@sumes
conception onwards, including its external (e.g. diet, lifestyle, occupational and environmental
factors) and internal components (e.g. epigenomics, metabolomics). Developing a
comprehensive Human Exposome Project would present a fundamental dbdkiimg at

heal t h, by moving research away from done e
complex picture upon which to build solid, cesdtective preventive actions and policies. At

its most complete, the efforts could resemble in scope theahl@Genome Project.

The European Human Exposome Network (EHENa cluster of 9 projects funded since
2020 for five years from Horizon 2020, i's ¢
studying the impact of environmental exposure on human hedlthaw exposome angle.
Together, the network of projects aims to study the combination of exposures to pollutants
and other stressors, across different life stages and-sooimmic conditions, via a number

of exposure vehicles such as consumption pattelifestyle and working and living
environment, and their collective effect on human health.

At the international level, some related activities are ongoing in, e.g., the US (National
Institute for Environmental Health Sciences) and Japan. Currently thesnly sporadic
cooperation initiatives between the ongoing research at the EU level and important research
groups outside Europe. However, in order to fulfil the promise of deciphering the human
exposome, a larggcale effort similar to the Human GenerRroject could be envisaged, for
which a preparatory coordination and support action would be highly useful to identify and
discuss the research needs and specific areas of potential cooperation at the global level.
Additionally, both at the European agtbbal level better coordination is essential to foster
new opportunities to collect, harmonise, combine and analyse large data sets emanating from
new and evolving technologies. This offers also new possibilities to understand the pathways
leading from amultitude of environmental exposures to the global health burden of common
chronic diseases. Standardisation and interoperability of data is also needed to assure access
to quality data sources at the European and global level.

On the policy side, the owimes of advancing the exposome research can touch upon and
contribute to a better implementation of a wide range of policies and EU priorities such as the
EU Chemicals Stratedy, Zero Pollution Action Plaff, the European Green Déahnd
climate policies®, among others. The benefits of cooperation would also extend to

74 https://www.humanexposome.eu/

75 https://ec.europa.eu/environment/strategy/chemiiatgeqy en

76 https://ec.europa.eu/environment/strategy/gmtution-actionplan_en

” https://ec.europa.eu/info/strategy/priorit23132024/europeangreendeal _en
8 https://ec.europa.eu/climal/index_en
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international initiatives such as activities of the World Health Organization related to
environment and healthand the United Nations activities on clinfltand environme#t.

Accordingly, prgosals should cover, among others, most of the following activities:
1 Proposal for a common agreed conceptual framework for the exposome;

1 Proposal for options for a global governance structure for a Global Human Exposome
Network taking advantage of and ceweting to the existing research infrastructures and
services in the area of the Exposome at the European level;

1 Agreed technologies needed to decipher the external and internal exposome, support
longitudinal studies and potential for international coopemat

1 Proposal for data mining, analysis, opportunities for harmonisation, interoperability, and
standardisation in data collection, knowledge storage and transfer, and bioinformatics
needs at the European and global level;

1 Cooperation between populationdapatient cohorts, integrating a large number of
variables and comprehensive environmental datasets, and biobanks, also covering the
perinatal period,;

1 Facilitation of the regulatory uses of results including for regulatory science and risk
assessment.

Prgposals should interact with existing research infrastructures, services and research projects
in the area of the exposome (namely the European Human Exposome Network but also other
related projects and actions supported through Horizon 2020 and HorizapelEand build

on and integrate the work being developed in these initiatives. The composition of the
applicant consortia should ensure a broad and balanced geographical representation of
Member States and Associated Countries and the proposals shoule ialsm Widening
Member States and Associated Countries. International cooperation beyond EU with
interested parties is required.

Call - Environment and health (Two stage 2024)
HORIZON-HLTH -2024ENVHLTH -02-two-stage
Conditions for the Call

Indicative buget(s¥?

9 https://www.who.int/healtliopics/environmentahealthhttps://www.euro.who.int/en/heakh
topics/environmenandhealth

80 https://www.un.org/en/climatechange

81 https:/ivww.unep.org/

82 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.
The DirectorGeneral responsible may delay the deadline(s) by up to two months.
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Topics Type Budgets Expected Indicative
of (EUR EU number
Action million) = contribution of

per project projects

2024 (EUR expected
million)83 to be
funded

Opening: 30 Mar 2023
Deadline(s): 19 Sep 2023 (First Stage), 11 Apr 2024 (Second Stage)

HORIZON-HLTH-2024ENVHLTH-02-06- RIA 60.00 7.00t0 8.00 8
two-stage

Overall indicative budget 60.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene
Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

Award criteria The criteria are described in General Anr
D.

Documents The documents are described in Geng
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legal and financial setip of the Grant The rules are described in General Annex

Agreements

Proposals are invited against the following topic(s):

All deadlines aret 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

83 Nonetheless, this does not preclude submission and selection of a progmsadting different
amounts.

Part 4- Pages2 of 212



Horizon Europe- Work Programme 2022024
Health

HORIZON -HLTH -2024ENVHLTH -02-06-two-stage: The role of environmental
pollution in non-communicable diseases: air, noise and light and hazardous waste
pollution

Specific conditions

Expected EU The Commission estimates that an EU contribution of between
contribution per  7.00 and8.00 million would allow these outcomes to be addres
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget = The total indicative budget for the topic is EUR 60.00 millio

Type of Action Research and Innovation Actions
Admissibility The conditions are described in General Annex A. The follov
conditions exceptions apply:

Applicants submitting a proposal under the blind evaluation pilot
General Annex F) must ndisclose their organisation names, acrony
logos, nor names of personnel in Part B of their first stage applic
(see General Annex E).

Eligibility The conditions are described in General Annex B. The follov
conditions exceptions apply:

Inrecognition of the opening o]
programmes to European researchers, any legal entity establishec
United States of America is eligible to receive Union funding.

The Joint Research Centre (JRC) may participate embar of the
consortium selected for funding.

If projects use satellitbased earth observation, positioning, navigal
and/or related timing data and services, beneficiaries must make |
Copernicus and/or Galileo/EGNOS (other data and services
additionally be used).

Award criteria The criteria are described in General Annex D. The follow
exceptions apply:
For the second stage, the thresholds for each criterion will |

(Excellence), 4 (Impact) and 3 (Implementation). The cumule
thresholdwill be 12.

Procedure The procedure is described in General Annex F. The folloy
exceptions apply:

This topic is part of the blind evaluation pilot under which first st
proposals will be evaluated blindly.
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Legal and
financial setup of
the Grant
Agreements

The rules are described in General Annex G. The following excep
apply:

Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lump sum contribu
under the Horizon Europe Programinéhe Framework Programme fi
Research and Innovation (202027) i and in actions uwter the
Research and Training Programme of the European Atomic Eti
Community (20212025).84,

In order to optimise synergies and increase the impact of the projec
projects selected for funding from this topic will form a cluster anc
required tgparticipate in common networking and joint activities (anc
determining modalities for their implementation and the spe
responsibilities of projects). Depending on the scope of propi
selected for funding, these activities may include:

1 Attendane of regular joint meetings (e.g., common kafk
meeting and annual meetings).

1 Periodic report of joint activities (delivered at each reporti
period).

1 Common dissemination and communication activities (which n
include, for example: a common dissentioa and
communication strategy, web portal and visual identity, brocht
newsletters).

1 Common Data Management Strategy and Common Po
Strategy (including joint policy briefs).

1 Thematic workshops/trainings on issues of common interest.

1 Working groups o topics of common interest (e.g. dai
management, communication and dissemination, scieology
link, scientific synergies).

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several expectedimmact o f desti nati on 2 0 dpromoting g
nvironmento. To that end, proposals wunder t
tailored towards and contributing to all of the following expected outcomes:

e

1 National and EU authidies apply usefriendly tools to produce and use generated data

on the impact of pollutants on health;

84

and

This decisionis available on the Funding and Tenders Portal, in the reference documents section for

Hori zon

Europe, under 6Si mplified costs

https://ec.europa.eu/info/fundirignders/opportunities/docs/202027/horizon/guidancels

decision _he en.pdf

Part 4- Pageb4 of 212

de


https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/ls-decision_he_en.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/ls-decision_he_en.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/ls-decision_he_en.pdf

Horizon Europe- Work Programme 2022024
Health

1 National and EU authorities benefit from access to robust and transparent indicators for
health impact assessment to monitor efficacy of polluttiigating actions and
policies;

1 Policymakers and other stakeholders, e.g. public authorities such as urban planners,
health professionals, employers, civil society organisations and citizens, use developed
guidelines to take action to prevent polluti@ated illnesses and impairments, and
choose healthier lifestyles and behaviours;

1 EU, national and regional authorities receive guidance and recommendations for updates
of (1) scientific evidence about health risks caused by environmental pollutants (2)
advice on management and mitigation of these health risks and (3) guidance and
recommendations for updates of limit values for different classes of pollutants in the
environment; these recommendations should take into account vulnerable population
groups and pegwe with increased vulnerability because of -présting medical
conditions;

1 The implementation of the Zei#ollution Action Plan, the Chemical Strategy for
Sustainability and the EU legislation on air quality, noise and waste continue to be
supported by atrong evidencéase;

1 Relevant actors in our daily lives, e.g. medical personnel, building engineers, teachers,
urban planners etc., have access to information such as training courses on pollution and
health impacts.

Scope The European Green Deal sett by the European Commission recognises that man
made environmental pollution is an increasing threat for human health and wellbeing. Opinion
polls® show that climate change, air pollution, and waste are the three most important
environmental issues th&ropean citizens are concerned about. Over iueeters (78%)

of respondents believe that environmental issues have a direct effect on their daily life and
health.

Pollution affects a large number of people in Europe and beyond: A 2018 assessment
attributed 16% of total global mortality to pollutiorlated disease. Over 7 million people die

of exposure to polluted air every year worldwitleFor 2019, the European Environment
Agency has estimated that around 350 000 premature deaths in the EU cabuiedatb air
pollution (namely from particulate matter, nitrogen dioxide and o2arigdday, more than 1

in 4 Europeans is exposed to traffic noise levels dangerous to their health in their homes,
schools and workplac®s The increase of artificial ligat night (ALAN) in cities has altered

the natural light levels in the environment and extended human activities to the usually dark
hours. It has been estimated that more than 80% of the world population is living under light

85 E.g. Eurobarometer 5012020 https://ec.europa.eu/commission/presscorner/detail/en/ip_20_331

86 Air pollution (who.int)

87 For more details, see Briefing no. 19/2021: Health impacts of air pollutibariope, 2021

88 EEA 2020 report on Healthy environment, healthy lives: how the environment influences health and

well-being in Europe
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polluted skie®. Wasté® continues to be a persistent environmental issue in Europe, and it is
estimated that there are 2.5 million contaminated sites in Europe, with potentially significant
adverse health effeéis

The global burden from necommunicable diseases (NCDs) has consistémtreased over

the last decades, being now estimated to account for 70% of deaths globally (World Health
Organi zation) . The growing burden of chronic
healthcare systems, these diseases already accountiauwg éstimated 780% of healthcare

costs. Currently, around 50 million European citizens suffer from two or more chronic
conditions and most of these people are ovef?@he most recent WHO environmental
burden of disease estimations suggest that, dynd&% of deaths (630 000) in the WHO
Europe region are attributable to environmental stressors and an EEA report concluded that,
90% of deaths attributable to the environment result from-commmunicable diseases,
including cancers, cardiovascular disegsstroke, chronic obstructive pulmonary disease,
mental, behavioural and neurological disorders, diabetes, kidney disease andastnitea

early childhood deaths have declined, the years lived with disability have increased,
particularly with chronic ease.

The proposed research should strengthen the knowledge base available to policymakers
regarding pollutiordisease associations and causal mechanisms at different phases of the life
course, taking advantage of latest molecular, cellular and congmathtiechnologies to
elucidate biological pathways from exposure (including combined exposures) to disease. The
work should bring together toxicology, exposure science, public health engineering and
environmental epidemiology, and build on data from saursech as pollutiorelated
databases, disease registries, epidemiological studies and biobanks, environmental and human
biomonitoring data and new generated data and could consider citizen science and other
innovative approaches. All exposure routes gtholde considered where relevant
(oral/digestive tract, inhalation, dermal).

The focus of this topic should be on three areas where the understanding of and evidence on
causality should be strengthened to overcome the current paucity of data and resptiad to ¢
from policymakers. The applicants should focus on at least one of the following three aspects:

1 Air pollution, especially in the urban environment, taking into account existing evidence,
notably the latest WHO air quality guidelines of 2021 and threpmmendations on
different pollutant§®, including on pollutants of emerging concern, looking at e.g.

89 Evaluating the Association between Artificial LighitNight Exposure and Breast and Prostate Cancer
Risk in Spain (MCESpain Study) | Environmental Health Perspectives | Vol. 126, No. 4 (nih.gov)

%0 https://ec.europa.eu/environment/topics/wastdrecycling_en

o1 Data presented at the Ministerial Meeting on Environment and Health, Ostrava, CZ (2017)

92 European Commission 2020 Report on the Impact of Demographic Change

98 EEA 2020 report on Healthy environmehgalthy lives: how the environment influences health and
well-being in Europe

94 World Health Organization2021) WHO global air quality guidelines: particulate matteM2.5 and

PM10), ozone, nitrogen dioxide, sulfur dioxide and carbon monoxide. dMddalth Organization.
https://apps.who.int/iris/handle/10665/345329
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ultrafine particles and interactions with aeroallergens, black carbon, sand and dust
storms and impact on human health;

Noise pollution and lighpollution impact on human health;

Pollution from hazardous waste (e.g. pharmaceuticals, illicit drugsgsee, plastics
(including nane and microplastics)) in heavily contaminated environments and adverse
health outcomes.

Several of the following actities should be included:

T

Research activities to strengthen the evidence base for poltisease associations and
underlying causality mechanisms and biological pathways, taking into account combined
exposures and mechanisms of increased sensitivitysteptible groups;

Delivery of FAIR dat&® on causal associations between environmental risk factors and
health outcomes, in particular for air pollutants of emerging concern, specifically
ultrafine particles, black carbon, and others, taking into accaunerable population
groups and specific exposure situations in addarse approach including vulnerable
early-stages of life and transgenerational risks;

Development of usdiriendly tools for systematic mining and assessment of the
knowledge generateghd translation into best practices and to improve the assessment of
individual life-exposure to pollutants;

Proposals for environmental limit values for the studied pollutants and generation of
health impact indicators, where relevant and taking intowdcexisting standards and
evidence;

Development of guidelines and so@oonomic and decision support tools for different
actors including policymakers, health professionals and citizens to take action to prevent
pollution-related illnesses and impairmien and to enable the choice of healthier
lifestyles and behaviours;

Identification of crosssectoral interventions (case studies) with the potential for
remediating pollution and risk of exposure and improving human health anteim)
in the short/medim term;

Development of training courses on pollution and health impacts to inform professionals
impacting our daily lives e.g. medical personnel, engineers, teachers, urban planners;

Design of bespractice evidencbased communication actions for féesed risk and
benefit communication and improving citizen awareness of pollution and preventive
actions, offsetting dissemination of misinformation;

95

See definition of FAIR data in the introduction to this work programme part.
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1 Undertaking case studies to demonstrate the added societal value of tools, methodologies
and guidelines del@ped and the implementation of resulting actions to decrease health
impacts of exposures.

Aspects such as gender, regional variations, socioeconomics and culture should be
considered, where appropriate. Proposals should ensure that chemical monittairgeda

shared in IPCHEM through involvement with the European Commission's Joint Research
Centre (JRC). In that respect, the JRC will collaborate with any successful proposal and this
coll aboration, when relevant sapprevalul d be est a

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and signif&cts enhancing the
societal impact of the related research activities.

In order to optimise synergies and increase the impact of the projects, all projects selected for
funding from this topic will form a cluster and be required to participate innmemm
networking and joint activities. Without the prerequisite to detail concrete joint activities,
proposals should allocate a sufficient budget for the attendance to regular joint meetings and
to cover the costs of any other potential common networkidgaant activities.

Applicants invited to the second stage and envisaging to include clinical studies should
provide details of their clinical studies in the dedicated annex using the template provided in
the submission system. See definition of cliniciidgées in the introduction to this work
programme part.

96 IPCheM Portal (europa.eu)
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Destination 3. Tackling diseases and reducing disease burden

Calls for proposals under this destination are directed towards the Key Strategic Orientation
KSOD6Creating a mor end eddrhdcernat,i ci ndEtHouzep evaen as
Europeds St r-2024 BasearchPahdaimmovai®nzupported under this destination
should contribute to the impacta®a&G o0 o d h e a lqtuhalantdy haicgche sasdi b1l e h
in particular to the follomg expected impact, set out in the Strategic Plan for the health

c | u shedth care froviders are able to better tackle and manage diseases (infectious
diseases, including povertglated and neglected diseases, {wmmmunicable and rare

diseases) anteduce the disease burden on patients effectively thanks to better understanding

and treatment of diseases, more effective and innovative health technologies, better ability
and preparedness to manage epi demnaddtianpt br ea
research and innovation supported under this destination could also contribute to the
following impact areas6 A r esi | i ent EU prepacCédméoe elman
mitigation ,camdHeadhbhptgaalony digital services

Communicable and neonommunicable diseases cause the greatest amounts of premature
death and disability in the EU and worldwide. They pose a major health, societal and
economic threat and burden. Many people are still suffering from these diseases atehtoo of
dying prematurely. Nowwommunicable diseases, including mental illnesses and
neurodegenerative diseases, are responsible for up to 80% of EU health c8fe Tduste

costs are spent on the treatment of such diseases that to a large extent areblgreventa
Furthermore, only around 3% of the health care budgets are currently spent on preventive
measures although there is a huge potential for prevention. Infectious diseases, including
emerging infectious diseases and infections resistant to antimicyaleialain a major threat

to public health in the EU but also to global health security. Deaths caused by antimicrobial
resistance (AMR) could exceed 10 million per year worldwide according to some
predictionsg,

To further advance, there is an urgent némdresearch and innovation to develop new
preparedness and prevention measures, public health interventions, diagnostics, vaccines,
therapies, alternatives to antimicrobials, as well as to improve existing preparedness and
prevention strategies to crea#agible impacts, taking into account sex/gefrétated issues.

This will require international cooperation to pool the best expertise and-kowvavailable
worldwide, to access woddass research infrastructures and to leverage critical scales of
investments on priority needs through a better alignment with other funders of international
cooperation in health research and innovation. The continuation of international partnerships
and cooperation with international organisations is particularly ne@dednmbat infectious
diseases, to address antimicrobial resistances, to respond to major unmet medical needs for

97 Currently, around 50 million people in the EU are estimated to suffer from two or more chronic
conditions, and most of these people are over 65. Every day, 22 500 people diega ffom those
diseases, counting of 87% of all deaths. They account for 550 000 premature deaths of people of
wor king age with an estimated 0115 billion econom
o8 AMR is estimated to be responsible for 25 000 deaths perityg¢lae EU alone and 700 000 deaths per
year globally. It has been estimated that AMR might cause more deaths than cancer by 2050.
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global health security, including the global burden of-nommunicable diseases, and to
strengthen patient safety.

In this work programme, desation 3 will focus on major societal challenges linked to the
Commi ssionods political priorities su<h as
communicable diseases, better diagnosis and treatment of rare diseases, preparedness and
response to and surllance of health threats and epidemics, reduction of the number of
antimicrobiatresistant infections, improving vaccination rates, demographic change, mental
health and digital empowerment in health literacy. In particular, the topics under this
destinaton will support activities aiming at: i) better understanding of diseases, their drivers
and consequences, including pain and the causative links between health determinants and
diseases, and better evidetiase for policymaking; i) better methodologeesd diagnostics

that allow timely and accurate diagnosis, identification of personalised treatment options and
assessment of health outcomes, including for patients with a rare disease; iii) development
and validation of effective intervention for betteungeillance, prevention, detection,
treatment and crisis management of infectious disease threats; iv) innovative health
technologies developed and tested in clinical practice, including personalised medicine
approaches and use of digital tools to optingirical workflows; v) new and advanced
therapies for nowommunicable diseases, including rare diseases developed in particular for
those without approved options, supported by strategies to make them affordable for the
public payer; and vi) scientificvedence for improved/tailored policies and legal frameworks

and to inform major policy initiatives at global level (e.g. WHO Framework Convention on
Tobacco Control; UNEA Pollution Implementation Plan).

In view of increasing the impact of EU investmentslemHorizon Europe, the European
Commission welcomes and supports cooperation betweefultiéd projects to enable
crossfertilisation and other synergies. This could range from networking to joint activities
such as the participation in joint workshopse exchange of knowledge, the development and
adoption of best practices, or joint communication activities. Opportunities for potential
synergies exist between projects funded under the same topic but also between other projects
funded under another topicluster or pillar of Horizon Europe (but also with ongoing
projects funded under Horizon 2020). In particular, this could involve projects related to
European health research infrastructures (under pillar |1 of Horizon Europe), the EIC strategic
challengs on health and EFKIC Health (under pillar Il of Horizon Europe), or in areas
cutting across the health and other clusters (under pillar 11 of Horizon Europe). For instance,

with cluster 3ACi vi | secur iduch asf onr healho secuityemneérgeac
(preparedness and response, medical countermeasures, epidemic outbreaks/pandemics, natural
disasters and technological incidents, bioterrorism); with clustgrDti gi t al , | ndus-
S p a cskcl as on decisiesupport systems or on gebservation ananonitoring (e.g. of

disease vectors, epidemics); or with clusterid- o o d , bi oeconomy, nat

agriculture a nsdch asnoni health ,secuarityoand AMR (drealth:
human/animal/plant/soil/water health). In addition, while focusing orianviapplications,

there may be there may be synergies with actions conducted under the European Defence
Fund, notably in the field of defence medical countermeasures.
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Based on needs that emerged during the management of CI®IBome research and
innovaton actions under Destination 3 should support the mission of the European Health
Emergency and Response Authority (HERA) to s
and rapidly respond to creksrder health emergencies by ensuring the availabalitg

access to key medical countermeasures. Other actions should deliver relevant complementary
inputs to the HRAEuUr o mdsler B eavdrithe gntir€ eancerecare P 1 ar
pathway, including prevention, early detection, diagnosis, treatmemgrcdata monitoring,

as well as quality of life of cancer patients and survivors. Furthermore, synergies and
complementarities will be sought between Destination 3 and the implementation of the
EU4Health Programme (202027)!%. These synergies and complertaities could be

achieved, notably through mechanisms based on feedback loops, enabling on the one hand to
identify policy needs that should be prioritised in research and innovation actions and
facilitating on the other hand the implementation of redeaesults into policy actions and

clinical practice, thereby providing an integrated response across sectors and policy fields.

Expected impacts:

Proposals for topics under this destination should set out a credible pathway to contributing to
tackling dseases and reducing disease burden, and more specifically to several of the
following impacts:

1 Health burden of diseases in the EU and worldwide is reduced through effective disease
management, including through the development and integration of inrevativ
diagnostic and therapeutic approaches, personalised medicine approaches, digital and
other peoplecentred solutions for health care. In particular, patients are diagnosed early
and accurately and receive effective, eefficient and affordable treatmerinhcluding
patients with a rare disease, due to effective translation of research results into new
diagnostic tools and therapies.

1 Premature mortality from necommunicable diseases is reduced by one third (by 2030),
mental health and welieing ispromoted, and the voluntary targets of the WHO Global
Action Plan for the Prevention and Control of NCDs 2Q020 are attained (by 2025),
with an immediate impact on the related disease burden (DAY%)103,

1 Health care systems benefit from strengthemséarch and innovation expertise, human
capacities and knowow for combatting communicable and pommmunicable

99 https://ec.europa.eu/info/law/betiegulation/haveyour-say/initiatives/12154€ uropes-Beating
CancefPlan
100 https://ec.europa.eu/health/funding/eudhealth_en

101 WHO Global Action Pan for the Prevention and Control of NCDs 2@120 (resolution WHAG6.10),
https://www.who.int/publications/i/item/9789241506236

102 Including for instance the following voluntary tatge(against the 2010 baseline): A 25% relative
reduction in the overall mortality from cardiovascular diseases, cancer, diabetes, or chronic respiratory
diseases; Halt the rise in diabetes and obesity; An 80% availability of the affordable basic teebnologi
and essential medicines, including generics, required to treat maj@monununicable diseases in both
public and private facilities.

103 Disability-adjusted life year (DALY) is a quantitative indicator of overall disease burden, expressed as
the number byears lost due to #health, disability or early death.
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diseases, including through international cooperation. In particular, they are better
prepared to respond rapidly and effectively to healthrgemeies and are able to prevent
and manage communicable diseases transmissions epidemics, including within
healthcare settings.

1 Citizens benefit from reduced (crelssrder) health threat of epidemics and AMR
pathogens, in the EU and worldwi&!0°,

1 Patiens and citizens are knowledgeable of disease threats, involved and empowered to
make and shape decisions for their health, and better adhere to knohédsggedisease
management strategies and policies (especially for controlling outbreaks and
emergencies)

The EU benefits from high visibility, leadership and standing in international fora on global
health and global health security.

The following call(s) in this work programme contribute to this destination:

Call Budgets (EUR million) Deadline(s)
2023 2024

HORIZON-HLTH-2023 224.00 13 Apr 2023
DISEASEO03
HORIZON-HLTH-2023 50.00 19 Sep 2023
DISEASEOQ7
HORIZON-HLTH-2024 125.00 19 Sep 2023 (Firs
DISEASEO03-two-stage Stage)

11 Apr 2024
(Second Stage)

HORIZON-HLTH-2024 52.00 11 Apr 2024
DISEASEO08

HORIZON-HLTH-2024 100.00 11 Apr 2024
DISEASE09

Overall indicative budget 274.00 277.00

104 WHO global action plan on antimicrobial resistance, 2015

105 EU One Health Action Plan against AMR, 2017
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Call - Tackling diseases (Single stage2023)

HORIZON-HLTH -2023DISEASE-03

Conditions for the Call

Indicative budget($¥°

Topics Type Budgets Expected EU Indicative
of (EUR  contribution per number
Action  million) project (EUR of
million)1%7 projects
2023 expected
to be
funded

Opening: 12 Jan 2023
Deadline(s): 13 Apr 2023

HORIZON-HLTH-2023DISEASE03-01 RIA 50.00'%  6.00 to 7.00 8
HORIZON-HLTH-2023DISEASE03-03 RIA 20.00%%°  3.00 to 4.00 5

HORIZON-HLTH-2023DISEASE03-04 RIA 50.00'1° 7.00 to 8.00 7

HORIZON-HLTH-2023DISEASE03-05 CSA  3.00!  1.00to 2.00 2

HORIZON-HLTH-2023DISEASE03-06 CSA  1.00'2  Around 1.00 1
HORIZON-HLTH-2023 DISEASE03-07 RIA 30.00'**  6.00to 7.00 5

HORIZON-HLTH-2023DISEASE03-17 RIA 20.00'*  7.00to 8.00 5

HORIZON-HLTH-2023DISEASE03-18 RIA 50.00''°  7.00 to 8.00 7

106 The DirectorGeneral responsible for the call may decide to open the call up to one pnamtto or
after the envisaged date(s) of opening.
The DirectorGeneral responsible may delay the deadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the approprigitonged for in the general
budget of the Union for years 2023 and 2024.

107 Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.

108 Of which EUR 30.00 million from the 'NGEU' Fund Source.

109 Of which EUR11.00 million from the 'NGEU' Fund Source.

110 Of which EUR 30.00 million from the 'NGEU' Fund Source.

1l Of which EUR 1.50 million from the '"NGEU' Fund Source.

12 Of which EUR 0.50 million from the '"NGEU' Fund Source.

113 Of which EUR 17.00 million from the 'NBU' Fund Source.

114 Of which EUR 11.00 million from the 'NGEU' Fund Source.
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Overall indicative budget 224.00
General conditions relating to thiscall
Admissibility conditions The conditions are described in Gene
Annex A.
Eligibility conditions The conditions are described in Gene
Annex B.
Financial and operational capacity and The criteria are described in General Anr
exclusion C.
Awardcriteria The criteria are described in General Anr
D.
Documents The documents are described in Geng
Annex E.
Procedure The procedure is described in Gene
Annex F.
Legal and financial setip of the Grant The rules are described in Geal Annex G.
Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2023DISEASE-03-01: Novel approaches for palliative and enf-
life care for non-cancer patients

Specific conditions

Expected EU
contribution per
project

The Commissiorstimates that an EU contribution of between EUR ¢
and 7.00 million would allow these outcomes to be addre
appropriately. Nonetheless, this does not preclude submissior
selection of a proposal requesting different amounts.

Indicative budget
Type of Action

Eligibility
conditions

Thetotal indicative budget for the topic is EUR 50.00 million.
Research and Innovation Actions

The conditions are described in General Annex B. The folloy
exceptions apply:

In recognition of the opening of the U$at i on al | nst
programmes to European researchers, any legal entity established

115 Of which EUR 30.00 million from the 'NGEU' Fund Source.
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United States of America is eligible to receive Union funding.

Award criteria The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several expedte i mpact s o fTacklimysliseasesaand redncing diséase

burdero . To that end, proposals under this top
directed, tailored towards and contributing to all of the following expected outcomes:

1 Reducedealthrelated suffering and improved wddeing and quality of life of patients
in need of palliative and eraf-life care and their professional and family caregivers.

1 Patients have early and better access to palliative oofelifeé care services of gher
guality and (cost) effectiveness.

{1 Patients and their professional and family caregivers are able to engage meaningfully
with the improved evidenelased and informatiedriven palliative care joint decisien
making process.

1 Health care providers arnlgealth policymakers have access to and use the improved
clinical guidelines and policy with respect to pain and/or other symptoms management,
psychological and/or spiritual support, and palliative orefilife care for patients.

1 Reduced societal, healdre and economic burden associated with increasing demands
of palliative or enebf-life care services that is beneficial for citizens and preserves
sustainability of the health care systems.

Scope The complexity of health conditions related to -lfeedaening and chronic diseases,
acute and chronic pain, late or letegm side effects as consequences of diseases and also
their treatments affect quality of life of patients and their families and pose an immense
societal and economic burden. Palliatt@rd endof-life care approaches improve quality of

life of patients and professional and family caregivers through the prevention and relief of
suffering by means of early identification, assessment and treatment of pain and other factors
such as physical,sgchosocial and spiritual problems. Although a variety of interventions are

in use, they are often not adequately validated or adapted to the specific needs of patients
affected by complex diseases or their oo multimorbidities. Therefore, a need exists
strengthen the evidence base for available patiemtred effective interventions improving
guality of life and outcomes of patients of all ages in the domains of palliative arual-&fed

care.

Proposals should address all of the following actisitie

116 https://www.who.int/cancer/palliative/definiticer/
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1 Demonstrate the effectiveness and @dfftctiveness of newly proposed or specifically
adapted pharmacological and/or ramarmacological interventions to improve well
being and quality of life of patients suffering from lifereatening and chronic
disease8’ (including disabilities). Whenever relevant, serious late and-feng side
effects of disease treatments or symptoms that occur at the end of life of patients should
be considered. The legal and ethical aspects of the proposed interventionsb&hould
taken into consideration and be fully addressed.

1 Prove the feasibility of integrating the proposed interventions in current pain
management, palliative and/or eafilife care regimes and healthcare systems across
Europe. The complex human, social,tatdl and ethical aspects that are necessarily
managed by those care regimes and healthcare systems should be reflected from
patientsd as well as those of their profe
views and values of patients and theireggvers (including families, volunteers, nurses
and others) should also be appropriately taken into account in pegienéd care
decisions.

1 Identify and analyse relationships between sex, gender, age, disabilities and socio
economic factors in healtmd any other relevant factors (e.g. ethical, familial, cultural
considerations, including personal beliefs and religious perspectives, etc.) that could
affect health equity®to the proposed interventions, including equitable access.

1 Analyse the barriers a@nopportunities to rnvigorating and enhancing timely social
inclusion and active engagement of patients in need of palliative araf-¢ifelcare and
their caregivers.

1 Provide implementation strategies and guidelines of patemied communication fo
health and social care professionals as well as standards for evidenced based
communication trainings for caregivers, considering the potential of social innovation
approaches or tools.

1 When relevant, provide policy recommendations for pain managensmhglogical
and/or spiritual support, and palliative or evfdife care of patients.

Randomised clinical trials and observational studies, targeting different age groups, should be
considered for this topic. Proposals should give a sound feasibilégsasent, provide details

of the methodology, including an appropriate patient selection and realistic recruitment plans,
justified by available publications and/or preliminary results.

This topic requires the effective contribution of social sciences amdahities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the

17 Proposals focused on caneetated research are not in the scope of this topic. The supportive,
survivorship, palliation and eraf-life care of cancer patients was already covered by the specific topic
in the Cluster Health Work Programme 262022 Applicants are invited to check the Work
Programme of the Mission on Cancer for further funding opportunities for this research areas.

118 https://www.who.int/topics/health_equity/en/
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societal impact of the related research activities. Pedpahould consider a patiecgntred
approach that empowers patients, increase health literacy in palliative and end of life care,
promotes a culture of dialogue and openness between health professionals, patients and their
families, and unleashes the gotial for social innovation.

All projects funded under this topic are strongly encouraged to participate in networking and
joint activities, including internationally, as appropriate. These networking and joint activities
could, for example, involve theapticipation in joint workshops, the exchange of knowledge,

the development and adoption of best practices, or joint communication activities. This could
also involve networking and joint activities with projects funded under other clusters and
pillars of Horizon Europe, or other EU programmes, as appropriate. Therefore, proposals are
expected to include a budget for the attendance to regular joint meetings and may consider
covering the costs of any other potential joint activities without the prereqtosidetail
concrete joint activities at this stage. The details of these joint activities will be defined during
the grant agreement preparation phase. In this regard, the Commission may take on the role of
facilitator for networking and exchanges, incluglinith relevant stakeholders, if appropriate.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See
definition of clinical studiesn the introduction to this work programme part.

HORIZON -HLTH -2023DISEASE-03-03: Interventions in city environments to reduce
risk of non-communicable disease (Global Alliance for Chronic Disease§$SACD)

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 4.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amaunts

Indicative budget The total indicative budget for the topic is EUR 20.00 million.
Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

In recogniton oft he opening of the US
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

If projects use satellitbased earth observation, positioning, igation
and/or related timing data and services, beneficiaries must make |
Copernicus and/or Galileo/EGNOS (other data and services
additionally be used).

Award criteria The criteria are described in General Annex D. The following excep
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appy:
The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several expectedmpact s of destination 3 ATacklI i:
burdeno. To that end, proposals wunder this
directed, tailored towards and contributing to most of the following expected outcomes:

1 Health carepractitioners and providers in levand middleincome countries (LMICs)
and/or those in higincome countries (HICs) serving vulnerable populations have access
to and use specific guidelines to implement health interventions that decrease risk factors
of noncommunicable diseases (NCDs) associated with'égyvironments.

1 Public health managers and authorities have access to improved insights and evidence on
the NCDs caused or impacted by city environments and which factors influence the
implementation ofpreventive actions that address risk behaviours in concerned city
populations. They use this knowledge to design improved city planning policies to
diminish health associated risks.

1 Adopting an implementation science approach to studying interventionifeirent city
contexts, researchers, clinicians and authorities have an improved understanding how
specific interventions can be better adapted to different city environments and how the
interventions could be scaled within and across cities taking istat specific social,
political, economic and cultural contexts.

1 Public health managers and authorities use evideased strategies and tools for
promoting population health in equitable and environmentally sustainable ways,
enabling cities to better ddess the challenges of rapid urbanisation, growing social
inequalities, and climate change.

1 Communities, local stakeholders and authorities are fully engaged in implementing and
taking up individual and/or structural level interventions and thus coreriioutieliver
better health.

Scope The European Commission is a member of the Global Alliance for Chronic Diseases
(GACD)*?°. This topic is launched in concertation with the other GACD members and aligned
with the 8" GACD call.

The topic is focused on imgrnentation research with the potential to reduce the risks of
NCDs in cities in LMICs and/or vulnerable populations in HICs. Proposals should focus on
implementation science around evideesed interventions that promote healthy behaviours,

119 Norrrural settings; a densely populated urban or-pdsan environment. Cities may also include
informal settlements and slums surrounding city centres. Applicants can justify why a particular context
may be considered a city.

120 https://www.gacd.org/
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and that havehe potential to profoundly reduce the risk of chronic diseases and multi
morbidity.

Non-communicable diseases, such as diabetes, cardiovascular disease, neurological diseases,
respiratory diseases, certain cancers, and mental health disorders, asiting dause of
morbidity and mortality in both LMICs and HI&S, The COVID19 pandemic has brought

these chronic diseases further into the spotlight, as the majority of those who have
experienced severe iliness and/or death have had one or more unde@ndRbiducing the

burden of NCDs is therefore critical to building more resilient, equitable, and healthier
societies.

Air, water, and soil pollution; lack of greenspace; urban heat islands; lack of safe
infrastructure for walking, cycling, and active liginand wide availability of tobacco,

alcohol, and unhealthy foods and beverages drive the NCD epidemic in city envirdiAfents
More than half of the worl dés population cur
to rise to 68% by 2050. There is argent need to equip local authorities and policymakers

with strategies for maximising the heajihromoting potential of cities, while minimising or

reversing environmental degradation and health inequities.

Cities provide tremendous social, cultural, @wdnomic opportunity, and have the potential

to become engines of good health and support climate change addptationovative
healthfocused programmes, policies, and infrastructure, such as public smoking bans,
bikeable streets, greenspace, and velaohission laws, can shape the behaviours of millions

of people and decrease exposure to environmental contaminants. Applicants to the current call
are invited to conduct implementation research that leads to improved understanding of how
specific intervetions can be better adapted to different city environments and/or scaled
within and across cities, taking into account unique local social, political, economic, and
cultural contexts.

The proposed implementation research must be focus on addressing NCHactms
associated with city environments and related health inequities. In all cases, the selected study
population(s) must live in cities, which may include informal settlements near urban centres,
periurban environments, and city centres. The studlyufation may include people with
existing NCDs, those without existing NCDs, or a combination of both. Applicants are
encouraged to take a life course approach, adapting the intervention to one or more key life
stage(s) critical for reducing lifelong NQOik.

Proposals should address all of the following activities:

1 Select one or more city/ies in which the research will be conducted. Applicants must
justify why a particular context is considered a city.

121 WHO. Noncommunicable Diseases. 2021. https://www.who.int/en/newsoom/fact
sheets/detail/noncommunicakleseases

122 WHO Urban health 2022 ardtps://www.who.int/newsoom/factsheets/detail/urbahealth

123 https:/www.who.int/publications/i/item/WHENMH-PND-20199
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1 Select one or more evidenbased interventions knawto reduce NCD risk factor(s)
associated with city environments. Applicants should justify the choice of intervention(s)
and provide evidence of the interventionod
potential for longterm health and other imapts. Applicants may also wish to consider
implementation research focusing on the WHO Best Buys, though this is not a
requirement.

1 Adapt these intervention(s) for selected study population(s) based in one or more
city/ies, taking into account the uniquecsl, political, economic, and cultural
context(s). Applicants should justify why these adaptations will not compromise the
known effectiveness of the selected intervention(s).

1 Provide a research plan for investigating how to promote the uptake andésusad
the intervention(s) in the selected study population(s), using validated implementation
research frameworks.

1 Specifically address issues of equitable implementation to ensure interventions reach the
populations that need them the most.

1 Have an apmpriate strategy for measuring both implementation research outcomes and
realworld effectiveness outcomes and indicators (related to NCD prevention and, if
feasible, planetary health and/or Aogalth sectors).

1 Demonstrate a commitment to stakeholderagegnent.

1 Demonstrate a commitment to planetary health in that the proposed intervention,
i mpl ementation strategies and research pr.
footprint.

1 Provide a sustainability plan or describe a pathway to sustain thegea intervention
after the funding ends.

The proposed interventions of focus may fall under one or both of the following themes:
Theme 1: Behavioural change interventions

These interventions comprise of innovative approaches to helping people livéem ci
maintain good physical and mental health despite infrastructural, environmental, climate, and
social challenges. Behavioural interventions might include, but are not limited to,
programmes and policies that target alcohol and tobacco use, sleepseeyeotnotion,
healthful nutrition (e.g. in school canteens), addressing the psychosocial impacts of climate
change and climate change related disasters, and reducing exposure to environmental
contaminants.
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Theme 2: Interventions that focus on modifythg built environmenit*

These interventions focus on modifying the built environment to improve its fpaltioting
potentiat?>. Proposals should aim to inform urban design such that it reduces NCD risks; for
exampl e, by i mpFr a bikerahlity, ancreasing grées spacea 1o keduce the
health impacts of air pollution or extreme heat, reducing environmental toxins, addressing
homelessness or unsafe housing, improving accessibility of healthy foods, decreasing
widespread advertising for tobaccadaaicohol, or reducing noise and air pollution from road
traffic. For proposals that focus on modifying the built environment, applicants should
demonstrate that the intervention will be able to withstand expected impacts from climate
and/or improve res#ince to the health impacts of climate change in city environments.

Applicants should be able to show that the city government or comrvhasgd organisation

that they partner with has a dedicated budget for the construction, maintenance, and/or scale
up d the proposed intervention(s), especially for large infrastructure projects. Applicants
should also be able to show that the timelines of the research and construction of
infrastructure projects will align such that it will be possible to answer the gedpo
implementation research questions over the proposed duration, and such that the research
results will be available in time to inform stakeholder decisions about how the project is
implemented, improved, and/or scaled up.

Proposals should include a plan how to measure implementation research outcomes and

t he i nt er werld efficacyniromeventei@NCDs. In case health outcomes might not

be apparent over the duration of the study period, and applicants may therefore instead
include planstonresur e the i nterventionds i mpact on
those related to the social determinants of health, or to measure other proxy health outcomes.
Where feasible and relevant, applicants should also describe a plan for evaluating the
panet ary health and/or <c¢climate i mpacts of an
also encouraged to develop a plan for measuring outcomes or indicators relevartealtion

or environmental impacts, especially when working on projects with 1sedtoral themes

(for example, themes that cut across health and transportation, social services, waste
management, etc.).

Projects should consider the structural and social determinants of health and discuss their
potential impact on the effective implentation of the intervention(s) in city environments.
Of interest is also the EU Mission on Clim#deutral and Smart Citié%.

Projects should be gendexsponsive and consider socioeconomic, racial or other factors that
relate to equitable impacts of the@rvention or barriers to equitable implementation. The
aim should be to adapt and seafethe implementation of these intervention(s) in accessible

124 The mammade components of the environment, such as building, traffic, sewage, parks, and other
infrastructure.
125 Proposals are intended for research that helps guide the implementation and/or stéhe ppoposed

intervention. Therefore, the execution of infrastructural interventions (e.g., constructing bike lanes or
housing, etc.) is not in the scope of this topic.

126 https://ec.europa.eu/info/reseat@hdinnovation/funding/fundingppportunities/fundingprogrammes
andopencalls/horizoreuro@/eumissionshorizonreurope/climateeutratandsmartcities_en
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and equitable ways in order to prevent or delay the onset of chronic diseaseslife real
settings. Povey, racism, ethnic discrimination, physical and mental ableism, ageism, and
other inequities are directly associated with reduced potential for health promotion and
disease prevention. If there is a focus on a particular population in this context, éhen th
reason for this should be justified.

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produneaningful and significant effects enhancing the
societal impact of the related research activities.

Proposals should present a strategy to include the relevant policymakers, local authorities, as
well as other stakeholders such as community groupsther individuals or organisations
involved in the implementation of the intervention, from the development to the
implementation knowledge translation phase.

Applicants are encouraged to propose activities to increase research capacity and capability in
the field of implementation research among researchers, health professionals, and public
health leaders through skill building, knowledge sharing, and networking. In this regard, they
may propose plans for capacity building within their proposal, espediaitynot exclusively,

for early career researchers and for members from lower resourced environments, such as
LMICs or indigenous communities.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the deditad annex using the template provided in the submission system. See
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023DISEASE-03-04: Pandemic preparedness and response: Broad
spectrum anti-viral therapeutics for infectious diseases with epidemic potential

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 8.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submission

selection of a proposal requesting different amounts.
Indicative budget The total indicative budget for the topic is EUR 50.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of Anreca is eligible to receive Union funding.
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Award criteria The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative thresheldl be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or sever al e X p elTacklirgddisdasap amd redsicing diseadee s t 1 |
burdero . To that end, pr op oisdolr delivarimgdesults thahdres t op
directed, tailored towards and contributing to all of the following expected outcomes:

1 The scientific and clinical communities have an increased knowledge on viruses with
epidemic potential and in particular a bett@nderstanding of different potential
mechanisms of action for the development of brgectrum antviral therapeutics for
these viruses.

1 The scientific and clinical communities have access to novel approaches for the
development of anwiral therapies dr emerging and remerging infections in the
context of epidemic and pandemic preparedness.

1 The scientific and clinical communities have access to experimental-fpeattum
antiviral candidates against emerging oferaerging viral infections for funer clinical
investigation.

1 A diverse and robust pipeline of breagectrum antviral drug candidates is available
for emerging and remerging viral infections, increasing therapeutic options for clinical
deployment in case of an epidemic or pandemic.

Scope As shown by the COVIEL9 pandemic, infectious diseases remain a major threat to
health and health security in the EU and globally. Viral disease emergence is expected to
accelerate due to among other, climate change, and thus a proactive apprdheh to
development of antviral therapeutics in preparedness for future infectious disease outbreaks
is needed. The availability of broagectrum antviral therapies would provide a critical
preparedness measure against future health threats, due tusfatisease epidemics or
pandemics.

Proposals should develop and advance bspadttrum antviral compounds and develop
novel approaches to the development of such compounds, which target viruses with high
epidemic or pandemic potential for the EU, sashthose included in the list of priority
diseases of the World Health Organization (WEQ) with particular attention to those
meeting the criteria identified by the Health Emergency Preparedness and Response Authority
(HERA)'%

127 https://www.who.int/activities/prioritizingliseasegor-researckand-developmenin-emergency
contexts
128 https://health.ec.europa.eu/system/files/20Zthera_factsheet heatlthreat mcm.pdf
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Proposals should cover vses for which there are no currently available effective
therapeutics or for which the therapeutics available areoptimal, and are expected to
incorporate statef-the-art screening technology and innovative approaches to identify new
targets for antival compound development. Emphasis should be put on the research and
development of broadpectrum antivirals, which may include repurposing of previously
approved or irpipeline drugs. Proposals could also include elucidation of robdetion for
candidite antiviral therapeutics.

Proposals should aim to diversify and accelerate the global therapeutic research and
development pipeline for emerging andemaerging viral infections, and to strengthen the
current leading role of the EU in therapeutic resle@and development.

Proposals should address all of the following areas:

1 Preclinical work and proedf-concept/firstin-human studies and early safety and
efficacy trials for testing new or improved awiral therapeutics, with a clear regulatory
and clincal pathway. Phase llb/lll phase trials will not be supported.

1 Innovative delivery systems and suitable safety profiles for broad use should be
considered when possible. Attention should be paid to critical social factors such as sex,
gender, age, socieconomic factors, ethnicity/migration, and disability.

1 Application of novel approaches and widely applicable workflows (e.g. artificial
intelligence) for rapid and reliable identification of breggectrum antviral
therapeutics.

Applicants are expected tengage with regulatory bodies in a timely manner to ensure
adequacy of the actions from a regulatory point of view.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the tetapgb@ovided in the submission system. See
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023DISEASE-03-05: Pandemic preparedness and response:
Sustaining established coordination mechanisms for European adape platform trials
and/or for cohort networks

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 2.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submission

selection of a proposal requesting different amounts.

Indicative budget The total indicative budget for the topic is EUR 3.00 million.

Type of Action Coordination and Support Actions
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Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, legal entities established
United States of Amera may exceptionally participate as a benefici
or affiliated entity, and are eligible to receive Union funding.

Coordinators of projects must be legal entities established in ai
Member State or Associated Country.

Award criteria The criteria are desibed in General Annex D. The following exceptic
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities ttaae enabling or contributing

to one or sever al expected i mpacts of desti
burdeno. To that end, proposals wunder this
directed, tailored towards and contributiogall of the following expected outcomes:

1 The research community sustains appropriate coordination mechanisms 1) among
different EUwide adaptive platform trials and/or 2) among established cohorts in
Europe and beyond with a view for better pandemipgmedness and response,

1 The adaptive platform trial and/or the cohort networks maximise coordination and
harmonisation of their respective studies within their relevant network for maximum
research efficiency and optimal evidence generation.

1 The European daptive platform trial and/or the cohort networks coordinate with the
European Pandemic Preparedness Partnership, and are well connected to each other and
to relevant other regional and global initiatives.

Scope The COVID19 pandemic research response Hlastrated the importance of clinical
research preparedness, as well as the benefit gained from the coordination between European
clinical research initiatives. Two key pillars of such clinical research in pandemic
preparedness and response are thealifinterventional) trials and the cohort (observational)
studies.

The largescale European COVH29 clinical trials have been gathered under a network for
COVID-19 therapedutic trial€® and a network for COVIEL9 vaccine trials*® and strong
common coordingn mechanisms between the trials have been established. The recently
launched Ecrait#!is a European clinical research network that has been in development since

129 https://covid19trials.eu/en
130 https://vaccelerate.eu/
131 https://www.ecraid.eu/
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before the COVIB19 pandemic. The Elfunded projects conducting cohort research in
Europe andjlobally have also come together to establish stronger coordination between them.

This topic aims at maintaining and strengthening existing strategic coordination mechanisms
across adaptive platform trials and across cohort studies in Europe and bayandiding
redundancies, promoting complementarities and facilitating cooperation amoihignésél

clinical research for infectious diseases. Proposals should strengthen the leading role of the
EU in clinical research preparedness for future epidemics andemics, through ensuring
coordination of the European adaptive platform trials and of the European cohort studies. The
coordination mechanisms support the loAgem perspective of preparedness for future
infectious disease epidemics and pandemics, eviiee networks enable the conduct of
perpetual platform trials and of perpetual strategic cohorts with thailihagility to pivot to
emerging diseases when an epidemic strikes.

Proposals should describe a coordination mechanism for adaptive platfaisratrd/or for

cohort research. The coordination mechanism builds on existing coordination efforts for these
networks, providing strategic support and vision for the perpetual trials and cohort studies
belonging to the networks in the context of pandemiparedness. Within the adaptive
platform trial network, the coordination mechanism supports reflections e.g. on the diversity

of the trial target populations (e.g. primary care or hospitalised patients) or on different
possible medical countermeasuresg.(etherapeutics, vaccines), etc. Within the cohort
network, the coordination mechanism supports reflections e.g. on diversity in type of cohorts
and research questions to be addressed, or on harmonised approaches to data collection and
analysis, etc.

Propesals should address proper connections with relevant European initiatives and
organisations, such as the European Pandemic Preparedness Partnership, the European Health
Preparedness and Emergency Response Authority (HERA), as well as the European
Medicines Agency (EMA) and the European Centre for Disease Prevention and Control
(ECDC). Synergies with successful proposals under the HORIHRA-2023DEV-01-01

topic should be sought, and collaboration with other relevant research infrastructures should
be envsaged. Proposals should also be open to engage with global initiatives such as the
Global Research Collaboration for Infectious Disease Preparedness (GtRi0ihe Global

Health EDCTP3 Joint Undertakitig, or the World Health Organization (WHO).

Proposa should address the following areas:

1 Fostering a trusted and proactive environment within the coordination mechanism that
supports the timely exchange of research results, allows for discussion on challenges
encountered in their research and finding soh# together to ensure cooperation and
synergy within each network;

132 https://www.glopidr.org/
133 https://ec.europa.eu/info/reseammhdinnovation/researchrea/healtiresearckand
innovation/edctp_en
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Developing a common approach for the European clinical research to enable pragmatic
solutions to shared challenges across European clinical trials and/or cohorts for
pandemic preparedneasad response, guaranteeing the best interest of European trial or

study patients or volunteers;

Promoting an optimal use of resources, based on a sound scientific approach and
maximising the value added for the generation of scientific evidence, thragghraon
baseline approach towards protocol development, harmonised and FAIR3*data
collection and analysis leveraging existing initiatives;

Involving relevant European stakeholders, such as representatives from regulatory
authorities, industry, policymakerpatient organisations, etc., as well as relevant non
European networks and stakeholders;

Promoting the visibility and attractiveness of European adaptive platform trials and/or
cohorts for clinical investigators in Europe and beyond ; as well as active
communication with the science community, patient advocacy groups and other
stakeholders, to develop trust, and also promote innovative approaches;

Partners within the coordination mechanism should develop a plan to ensure its
sustainability. Coordination ith the European Pandemic Preparedness Partnership and
the European Health Preparedness and Emergency Response Authority (HERA) is
expected.

HORIZON -HLTH -2023DISEASE-03-06: Towards structuring brain health research in

Europe

Specific conditions

ExpectedccU
contribution per
project

The Commission estimates that an EU contribution of around EUR
million would allow these outcomes to be addressed appropri:
Nonetheless, this does not preclude submission and selection
proposal requesting diffemeamounts.

Indicative budget

The total indicative budget for the topic is EUR 1.00 million.

Type of Action

Coordination and Support Actions

Eligibility The conditions are described in General Annex B. The folloy

conditions exceptions apply:
Inrecognition of the opening of
programmes to European researchers, legal entities established
United States of America may exceptionally participate as a benefi
or affiliated entity, and are eligible to ’ge Union funding.

134 See definition of FAIR data in the introduction to this work programme part.
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Coordinators of projects must be legal entities established in ai
Member State or Associated Country.

Award criteria The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criteriovill be 4 (Excellence), 4 (Impact) and
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several expect ed easespandcrédscingdiseasee st i
burdeno. To that end, proposals wunder this
directed, tailored towards and contributing to most of the following expected outcomes:

1 Policymakers, funders and other relevant stakadret*® identify and agree on the
governance structure and implementation modalities, allowing for an efficient
establishment of a potential future partnership.

1 Policymakers, funders and other relevant stakeholders build on the knowledge gathered
in past stdies performed at EU and national level.

1 Policymakers, funders and other relevant stakeholders identify and agree on common
research priorities and research needs, also taking into consideration developments at the
international level where relevant.

1 Policymakers, funders and other relevant stakeholders develop and align national and
regional research strategy plans with ldagn sustainability in mind.

1 Policymakers and funders commit to providing financial support that will allow for a
comprehensive, img&driven structuring of the field of European brain health research.

Scope Member States and Associated Countries have agreed to step up their coordination in
the area of brain research, which could take the form of a European partnership on Brain
Healh!*®in the second Strategic Plan of Horizon Eufdpe

Proposals should address all of the following aspects:

1 Develop a structured system of exchange of information between policymakers, funders,
and other relevant bodi€€in order to establish synergies and avoid duplication of

135 Other relevant stakeholders include researchers, health care providers and practitioners, patients,
citizens, regulators and industry.
136 In the context dfn thheeal g &@rdt rsehrosuld idp ,b ed birnat er pr et ed

neural development, neuroplasticity, brain functioning, and recovery across the life course, including
mental health and wellbeing elements.

37 This topic does not pridge the content of theesond Strategic Plan of Horizon Europe.

138 Relevant bodies include Eslpported initiatives, scientific and clinical societies, patient organisations,
regulators and the industry.
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efforts. The aim is to structure brain health research in Europparelthe way for a
possible future partnership.

Develop a strategic research and innovation agenda, taking into account thke effor
already undertaken by Esupported actiod?’. The strategic research and innovation
agenda will identify a number of measurable, scientd@hnological priorities and
sociceconomic objectives, supported by an appropriate analysis.

Develop plans for agovernance structure of a future partnership, as well as
implementation modalities with loAgrm sustainability in mind, and under the
leadership of an EU Member State or Associated Country.

Ensure a broad geographical representation of European coanttiggan for inclusion

of all main related research initiatives, as well as key organisations and associations. In
this way, the coordination action should
that will structure brain health research in @&, and make it more impactful.

Consider international initiatives by engaging with global organisdfi¢nas well as
with global initiatives and research organisatiéhis the field.

Elaborate on platforms and tools for use by the research communitidingcon how

they can best complement, integrate with each other. In this context, infrastructures
already developed at the Europ¥dor national level that enable sharing of samples,
guality data and advanced analytical tools should be included in dhgsizn Reflections
should also be made on how the future initiative can contribute to the development of the
European Health Data Space.

This coordination action implies the preparation and organisation of meetings, as well as
support to information exemge with relevant stakeholder groups and with the public.

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH experts in order to produce meaningful and significant effects enhancing the
societal impact of the related research activities.

139

140

141

142

This includes the common r esear che saegaerncdha Adreevaedl o(pEel
project, as wel | as t he strategic researich agen
Neurodegenerative Di sease Researchdé (JPND), ONet
Researchd (NEURON), OHumaheBoOadnnoPabj eet Mefd HBPhes
and its successor the o6l nnovative Health I nitiati

Global organisations include the World Health Organization (WHO), the Organisation for Economic
Co-operation and Development (OECD) and the GlobihAte for Chronic Diseases (GACD).

Entities include the global brain initiatives, the International Initiative for Traumatic Brain Injury
Research (InTBIR) and the International Brain Research Organisation (IBRO).

EU-supported infrastructures includer example, the BBMRERIC infrastructure for biobanking, the
EBRAINS research infrastructure, and various platforms developed by the Innovative Medicines
Initiative (IMI) and its successor the Innovative Health Initiative (IHI).
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HORIZON -HLTH -2023DISEASE-03-07: Relationship between infections and non
communicable diseases

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contibution per and 7.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting difiet amounts.

Indicative budget The total indicative budget for the topic is EUR 30.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:
Inrecognition of the opening of

programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

Award criteria The criteria are described in Gerlehanex D. The following exception
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enablingoatributing

to one or several expected i mpacts of desti
burdeno. To that end, proposals wunder this
directed, tailored towards and contributing to the follonergected outcomes:

71 All players along the health care value chain are provided with new knowledge for a
better understanding of the links (e.g. causalities) between infectious diseases (IDs) and
noncommunicable diseases (NCDs) and comorbidities, incluklimgvledge on host
risk factors that impact the development of disease progression for NCDs and/or IDs.

1 Researchers and clinicians are provided with a robust evidence base that will contribute
to the development of new or improved tools to diagnose angmiréhe development
and aggravation of necommunicable disease(s) as well as early treatment and
management of patients suffering frommoorbidities following an infectious disease.

1 Healthcare practitioners have access to knowledge to guide them oentprev
measures, on early identification of diseases onset and of those patients at risk of
developing severe disease progression, and on the optimal treatment of patients.

When NCDs are related to infectious diseases with pandemic potential, healthcare
practitioners will be provided with new evidence to help them make informed decision on the
management of the diseases in the future. Public health authorities will be better prepared to
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issue targeted recommendations linked or not to the use of speedicahcountermeasures
in crisis times.

Scope Increasing evidence suggests that several infections might influence the development
of many norcommunicable diseases (e.g. multiple sclerosis, Alzheimer-cpoitl19
condition*), or that NCD may be influeed by concurrent presence in the same individual

of one (or more) infections. On the other hand, NCDs might represent risk factors for IDs.

The proposals are expected to elucidate and provide a better understanding of causative links
between infections ahnonrcommunicable diseases onsets, and/or the impact of infections on
the exacerbation of existing NCDs or vice versa, in children and/or adults. The analysis of
genetics, immune status, immune or inflammatory responses, microbiome, lifestyle and/or
otherrelevant factors (e.g. differences in age, sex/gender, vaccination status, ethnicity) should
be integrated to get information for prevention, early diagnosis, risk factors, and to better
understand causative links as well as the progression of thossmomnunicable diseases.

In determining the connection between one or multiple concomitant infection(s) and the
development of nogommunicable disease(s), the proposals might address any infection
including those with pandemic potential (viral, bacterialfumgal) with noacommunicable
diseases of major importance. Research on cancer is excluded as it will be covered by the
Mission on Cancer.

Special attention should be given to vulnerable individuals, such as those with known existing
preconditions.

Preclnical research, observational studies and/or clinical studies can be considered for this
topic. Proposals could include patient follay to identify conditions that may appear only
after a patient has recovered from the infectious disease. Those psapogaling clinical
evaluation should give a sound feasibility assessment, provide details of the methodology,
including an appropriate patient selection and realistic recruitment plans, justified by available
publications and/or preliminary results.

The applicants are encouraged to incorporate artificial intelligence (Al) tools that enable
advanced quality data analysis and for assessing and predicting the risk of developing a
disease and/or the risk of disease progression/severity where relevant.

Projecs funded under this topic that focus on COMID and post COVIEL9 condition (also
known as longCOVID) are strongly encouraged to collaborate and build links with (one of)
the relevant Etfunded projects, such as ORCHESTRA They should also pay special
attention and link to the newly established European CGWARiata sharing platfortf?.

143 https://www.who.int/publications/i/item/WHQ019nCoV-Post COVID19 condition
Clinical case definitior2021.1

144 https://orchestr&ohort.eu/

145 https://www.covid19dataportal.org/
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Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submissemn. e
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023DISEASE-03-17: Pandemic preparedness and response:
Understanding vaccine induceeimmunity

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 8.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.
Indicative budget The total indicative budget for the topic is EUR 20.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

In recognition of th@ peni ng of the US Nat
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

If projects use satellitbased earth observation, positioning, natige
and/or related timing data and services, beneficiaries must make |
Copernicus and/or Galileo/EGNOS (other data and services
additionally be used).

Award criteria The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several expected inepaa s o f d eTacklinghdseases and réduding disease

burdero . To that end, proposals wunder this top
directed, tailored towards and contributing to all of the following expected outcomes:

1 The scientificand clinical communities have an increased knowledge of vasuineed
immunity and, in particular, a better understanding of factors that affect the magnitude,
breadth, nature and duration of immunity to vaccine antigens.

1 The scientific and clinical comamities have an increased knowledge of the durability
and breadth of vacciAeduced immunity in vulnerable populations and older age
groups.
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1 The scientific and clinical communities have an increased knowledge of correlates of
protection for pathogens witbpidemic potential to allow the development of effective
vaccines.

1 The scientific and clinical communities have an increased knowledge of the
characteristics that influence vaccine effectiveness to allow for novel approaches for the
development of vaccisefor emerging and remerging infections, including antigenic
variants, in the context of epidemic and pandemic preparedness.

Scope As shown by the COVIEL9 pandemic, vaccines are a critical component needed to
bring infectious disease pandemics undamtol. The availability of effective vaccines that

are able to induce a strong and durable immune response are critical to respond to health
threats caused by infectious disease epidemics or pandemics. A proactive approach to
understanding the factors thaffect vaccine durability and strength is necessary to ensure
development of effective vaccines for future infectious disease outbreaks.

Proposals should study vaccimeluced immunity in the general population and vulnerable

groups. Proposals should loboth at the magnitude and breadth of initial immune responses

and the duration of immunity after vaccination with different vaccine types (mMRNA, vector,
inactivated, subunit, attenuated, é) . Pr opos:
pre vs pestmenopausal), age (childhood vs adolescent vs elderly) and/or lifestyle (e.g.
obesity, drug addiction, diet, sport) affect the immune response. Proposals may also examine
genetic and other molecular factors that may influence immune response in humans.
Proposals should pursue a mudtnics approach in order to foster a deep understanding of
vaccine induced immunity.

Proposals should identify correlates of protection that can be used to develop vaccines against
viruses meeting the criteria for pathogenshwitigh pandemic potential as identified by
HERAS,

Proposals should also assess howeaxisting conditions or chronic infections influence the
immune response.

Proposals should aim to improve the global vaccine research and development pipeline for
emergirg and reemerging viral infections, and to strengthen the current leading role of the
EU in vaccine development, and therefore contributing to the work of the European Health
Emergency Preparedness and Response Authority (HERA).

This topic requires the afttive contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impatof the related research activities.

146 https://health.eeuropa.eu/system/files/20#Z /hera_factsheet healthreat mcm.pdf
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Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See
definition of clinical studies in thetroduction to this work programme patrt.

HORIZON -HLTH -2023DISEASE-03-18: Pandemic preparedness and response:
Immunogenicity of viral proteins of viruses with epidemic and pandemic potential

Specific conditions

Expected EU The Canmission estimates that an EU contribution of between EUR
contribution per and 8.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.
Indicativebudget = The total indicative budget for the topic is EUR 50.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

In recognition of the openingdfhe US Nati onal
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

Award criteria The criteria are described in General Annex D. The following iaes
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing
tooneorseverd x pect ed i mp ac tTackliogfdisedhsesand radading disease3 i
burdero . To that end, proposals wunder this top
directed, tailored towards and contributing to all of the following expected outcomes:

1 The scientific and clinical communities have an increased knowledge on viruses with
epidemic and pandemic potential and in particular a better understanding of viral targets
for vaccine development.

1 The scientific and clinical communities have access toeln@pproaches for the
prevention and treatment for emerging aneemgerging infections in the context of
epidemic and pandemic preparedness.

1 The scientific and clinical communities have access to experimental vaccine candidates
against emerging or+emeging viral infections for further clinical investigation.
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1 A diverse and robust pipeline of vaccine candidates is available for emerging-and re
emerging viral infections, increasing therapeutic options for clinical deployment in case
of an epidemic or pand®c.

Scope As shown by the COVIEL9 pandemic, infectious diseases remain a major threat to
health and health security in the EU and globally. Viral disease emergence is expected to
accelerate due to among other factors, climate change, and thus avprapptioach to the
development of vaccines and inhibitors for the cellular uptake of viruses in preparedness for
future infectious disease outbreaks is needed. The availability of vaccines against pathogens
with high pandemic potential meeting the critertgentified by the Health Emergency
Preparedness and Response Authority (HERAWould provide a critical preparedness
measure against future health threats.

Proposals should identify targets for optimal vaccine design for those pathogens where
information on hostpathogen interaction and viral surface structures is already available.
These surface structures may require further characterisation. It is necessary to determine the
extent of genetic variation with a view to develop vaccines with variant effita@ddition,

it is necessary to develop animal and alternative models for the testing of vaccine candidates
and for the kinetics, strength, breadth and persistence of the immune response. Proposals
should focus on the following viruses: Hendra and Nigahs, Lassa virus, Crimean Congo
haemorrhagic fever virus, Rift Valley fever virus, Ebola and Marburg virus, Dengue virus,
Yellow Fever virus, Zika virus, West Nile fever virus and Chikungunya virus.

Proposals should provide innovative approaches wihatin to diversify and accelerate the
global pandemic preparedness research and development pipeline for emerging and re
emerging viral infections, and to strengthen the role of the EU in therapeutic research and
development, and therefore contributingth® work of the European Health Emergency
Preparedness and Response Authority (HERA).

Proposals should address several of the following areas:
1 Identification of key antigenic targets for the priority pathogens as mentioned above.

1 Improvement or, ihecessary, establishment of animal models for the testing of vaccine
candidates where alternative models are not available.

1 Characterisation of the immunogenicity of antigenic targets in appropriate animal or
alternative models and in pafinical tests.

1 Inclusion, if possible, of proasf-concept studies in humans of the vaccine candidate.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the subnsigstiem. See
definition of clinical studies in the introduction to this work programme part.

147 https://health.ec.europa.eu/system/files/20Ztera_factsheet healthreat mcnpdf
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Call - Partnerships in Health (2023)
HORIZON-HLTH -2023DISEASE-07
Conditions for the Call
Indicative budget(S¥8
Topics Type of Budgets ExpectedEU Indicative
Action (EUR  contribution  number
million)  per project of
| (EUR projects
2023 illion)®  expected
to be
funded

Opening: 12 Jan 2023
Deadline(s): 19 Sep 2023

HORIZON-HLTH-2023DISEASE07-01 COFUND 50.00 Around 1
50.00

Overall indicative budget 50.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene
Annex B.

Financial and operational capacity and The criteria aralescribed in General Anne

exclusion C.

Award criteria The criteria are described in General Anr
D.

Documents The documents are described in Genq
Annex E.

148 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.
The DirectorGeneral responsible may delay the deadline(s) by up to two months.
All deadlines are &17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

149 Nonetheless, this does not preclude submission and selection of a propasstingqdifferent
amounts.
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Procedure The procedure is described in Gene
Annex F.
Legal and financial setip of the Grant The rules are described in General Annex
Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2023DISEASE-07-01: European Partnership on Rare Diseases

Specific conditions

Expected EU
contribution per
project

The Commissionestimates that an EU contribution of around E
50.00 million would allow these outcomes to be addres
appropriately. Nonetheless, this does not preclude submissior
selection of a proposal requesting different amounts.

Indicative budget
Type of Action

Eligibility
conditions

Award criteria

Legal and
financial setup of
the Grant
Agreements

The total imicative budget for the topic is EUR 50.00 million.
Programme Cdund Action

The conditions are described in General Annex B. The folloy
exceptions apply:

In recognition of the opening of the US Natiomah st i t ut e

programmes to European researchers, any legal entity establishec
United States of America is eligible to receive Union funding. Bec;
the US contribution will be considered for the calculation of the
contribution to the artnership, the concerned consortium of resei
funders from eligible EU Members States and Associated Coul
must expressly agree to this participation.

The Joint Research Centre (JRC) may participate as member |
consortium selected for funding.

The criteria are described in General Annex D. The follow
exceptions apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact)
3 (Implementation). The cumulative threshold will be 12.

The rules are described in General Annex G. The following excep
apply:

Beneficiaries may provide financial support to third parties. The suj
to third parties can only be provided in the form of grants. Final
support provied by the participants to third parties is one of the prin
activities of the action in order to be able to achieve its object
Given the type of action and its level of ambition, the maximum am
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to be granted to each third party is EUR 10.00iomll

The funding rate is 50% of the eligible costs. This is justified by
pooling of proposers' #ind contributions and Hmouse activities an
by the nature of activities to be performed: in addition of joint ci
highly integrative activities (Elklinical trial preparedness, trainin
patientsd empower ment acti viti
disease research and innovation ecosystem in Europe and beyond

Expected OutcomeThis topic aims at supporting activities that are enablingoatributing

to several expected i mpacts of destination 3
To that end, proposals under this topic should aim for delivering results that are directed,
tailored towards and contributing to all of the folloyiexpected outcomes:

1 The EU is reinforced as an internationally recognised driver of research and innovation
in rare diseases (RD) and thereby substantially contributing to the achievement of the
Sustainable Development Goals related to rare diseases;

1 Resarch funders align, adopt and implement their RD research policies allowing for the
optimal generation and translation of knowledge into meaningful health products and
interventions responding to the needs of people living with a rare disease across Europ
and globally.

1 The RD research community at large benefit from and use an improved comprehensive
knowledge framework integrating the EU, national/regional data and information
infrastructures to improve translational research.

1 People living with a rarelisease benefit from a more timely, equitable access to
innovative, sustainable and higiality healthcare, taking stock of highly integrated
research and healthcare systems.

1 Researchers, innovatoras well as people living with a rare disease and Hubiocates
(as cocreators)- effectively constitute and operate into an integrated research and
innovation ecosystem to deliver cedtective diagnosis and treatments.

71 Public and private actors, including civil society (e.g. NGOs, charities), establish
coordinated and efficient multakeholder collaborations at EU and national (including
regional) levels, allowing for more effective clinical research, for example aiming at
improved success rates of therapeutic development.

Scope The Partnership shoudont ri bute to priorities of thi

accessible and resilient health systemso (C
enabling the digital transformation of health and care in the Digital Single Market;
empowering citizensardui | di ng a healthier societyo (CON
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objectives of the new EU4Health Programme (COM(2020) 405 final, Regulation (EU)
2021/522%9.

This partnership should also contribute to achieving the objectives of the Pharmaceutical
Straegy for Europ®?, in terms of fulfiling unmet medical needs (e.qg. for rare diseases with
so call ed dor ph a¥ andemsiricgi thatatHe bemefits df inoovasial reach
patients in the EU.

Thanks to its capacity to bring together different dtakders (e.g. research funders, health
authorities, healthcare institutions, innovators, policymakers), the Partnership will create a
critical mass of resources and to implement a-enm Strategic Research and Innovation
Agenda (SRIA).

The coefunded Euopean Partnership on rare diseases should be implemented based on the
priorities identified in the SRIA and through a joint programme of activities ranging from
coordinating and funding transnational research to highly integrative and cormiuitivéty
Othnoused activities such as innovation strat
results, EU clinical trial preparedness activities, optimisation of research infrastructures and
resources, including networking, training and dissemination aesviti should be structured

along the following main objectives:

1 Launch joint transnational calls for RD research and innovation priorities as defined in
the SRIA, resulting in financial support to third parties, based on the annual work plans;

1 Develop a Hropean Clinical Research Network to accelerate the clinical trial readiness
of the RD research community in Europe, to improve the research and innovation
potential of RD stakeholders and facilitate the -@f&tctive clinical development of new
therapies

1 Develop and consolidate the capacity building of the RD data ecosystem by supporting
the federated access/sharing of FRResearch data, information resources to ensure
the effective and fast translation of the research results to safe and effectine hea
innovations;

1 Integrate basic, prelinical and clinical research to reduce the burden for people living
with a rare disease.

1 Support research in relevant medical fields and intervention areas (prevention, diagnosis,
treatment), while improving thetilisation of existing health technologies in clinical
practice;

1 Support the scientific work of the International Rare Disease Research Consortium.

150 https://eurlex.europa.eu/legadontent/EN/TXT/?uri=uriserv:0J.L .2021.107.01.0001.01.ENG
151 COM(2020) 761 final, https://ec.europa.eu/health/medichpabducts/pharmaceuticatrateqy

europe_en
152 https://ec.europa.eu/health/medicipabducts/orphamedicinatproducts_en
153 See definition of FAIR data in the introduction to this work programme part.
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The Partnership is open to all EU Member States, as well as to countries associated to
Horizon Europe andvill remain open to third countries wishing to join. The Partnership
should include or engage with the following actors:

1 Ministries in charge of R&I policy, as well as national and regional R&I and technology
funding agencies and foundations;

1 Ministries incharge of health and care policy, as well as national and regional healthcare
authorities, organisations and providers (including providers members of the European
Reference Networks);

1 Research infrastructures;
1 Patients organisations;
1 Industry;
1 Charities.

The Partnership may also encourage engagement with other relevant Ministries and research
funders. It should involve other key actors from civil society andues®ds, research and
innovation community, innovation owners, health and care systems owgarssers and

health and care agencies.

The Partnershipbébs governance structure shoul
management and coordination, daily implementation of activities and ensure the use and
uptake of the results. Importantithe EU Member States, as public funders should have a
leading role in the governance and strategic steering of the whole Partnership, including in the
codesign and the strahegsedoacenviatiesas osfich
researb & innovation ecosystem, clinical trial preparedness for the community, contribution

to ERA, training activities etc.). Moreover, the management structure should allow the
coordinated input of key stakeholders, including but not limited to the researatnawation

community, patients and citizens, health and care professionals, formal and informal care
organisations, and innovation owners.

To ensure coherence and complementarity of activities and leverage knowledge and
investment possibilities, the Paership is expected to establish relevant collaborations with

other Horizon Europe partnerships (institutionalised anflinded) and missions as set out in

the working document on O6Coherence and Syne
under Horizon B r o'ff asdvell as to explore collaborations with other relevant activities at

EU and international level. The proposal should also consider synergies with EU
programmes, including but not limited to EU4Health, the Digital Europe Programme
(DIGITAL), the European Social Fund Plus (ESF+), the European Regional Development

154 DirectorateGeneral for Research and Innovation, A4 Partnership Sector, Octob20: 20
https://ec.europa.eu/info/sites/default/files/research_and _innovation/funding/documentstaheaten
ce-synergiesof-ep-underhe annex.pdf
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Fund (ERDPF)®, InvestEU, the Recovery and Resilience Facility (RRF) and the Technical
Support Instrument (TSI).

Cooperation with international organisations, and-Baropean institutions a@nexperts may

be considered. Participation of third countries is encouraged. Their commitments to the
Partnership would not be eligible for the calculation of EU funding. Applicants should
describe in their proposal the methodology for their collaboramhthe aims they want to
achieve with this kind of collaboration.

Proposals should pool the necessary financial resources from the participating national (or
regional) research programmes with a view to implementing joint calls for transnational
proposalgesulting in grants to third parties. Financial support provided by the participants to
third parties is one of the activities of this action in order to be able to achieve its objectives.

Collaboration with the EU agency involved in authorising orpheedicinal products, the
European Medicines Agency (EMA), should be considered to enhance the sharing of
knowledge and data regarding orphan medicinal products and rare diseases, while national
agencies producing knowledge on orphan medicinal productsaemdiseases may also join

the Partnership, e.g. as beneficiaries.

When defining calls for proposals, this Partnership needs to consider the effective
contribution of social sciences and humanities (SSH) disciplines and the involvement of SSH
experts, ingtutions as well as the inclusion of relevant SSH expertise, in order to produce

meaningful and significant effects enhancing the societal impact of the related research
activities.

Collaboration with the European Commission's Joint Research Centre (JRS) b
considered to materialise the sharing of (meta)data regarding registries for rare diseases,
exchanging data for clinical studies and research based on a unified pseudonymisation tool
provided by the European Platform on Rare Disease RegistratiorR{EWlatform) and

related tools and services, as well as in other areas of mutual interest, such as training and
capacity building.

The total indicative budget for the partnership is up to EUR 150 million and subject to the
effective implementation of theommitments made by the members of the consortium. The
Commission envisages to include new actions in its future work programmes to provide
continued support to the partnership for the duration of Horizon Europe.

The expected duration of the partnershipagen to ten years.
Call - Tackling diseases (Two stage2024)

HORIZON-HLTH -2024DISEASE-03-two-stage

155 iSynergies bet ween Hori zon Europe and ERDF pro
https://researclandinnovation.ec.europa.eu/news/adsearckandinnovationnews/synergies
guidanceout-202207-06_en
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Conditions for the Call
Indicative budget(s§®
Topics Type Budgets Expected Indicative
of (EUR EU number
Action million) = contribution of

per project projects
(EUR expected
million) %7 to be
funded

2024

Opening: 30 Mar 2023
Deadline(s): 19 Sep 2023 (First Stage), 11 Apr 2024 (Second Stage)

HORIZON-HLTH-2024DISEASE03-08 RIA 45.00 6.00to 7.00 7
two-stage

HORIZON-HLTH-2024DISEASE03-11- RIA 30.00 8.00 to 3
two-stage 10.00

HORIZON-HLTH-2024DISEASE03-13 RIA 25.00 6.00t0 8.00 3
two-stage

HORIZON-HLTH-2024DISEASE03-14- RIA 25.00 6.00to0 7.00 4
two-stage
Overall indicative budget 125.00

General conditions relating to this call

Admissibilityconditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene
Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

156 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisagedate(s) of opening.
The DirectorGeneral responsible may delay the deadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

157 Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.
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Award criteria The criteria are described in General Ann
D.

Documents The documents are described in Gent
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legal and financial setip of the Grant The rules are described in General Annex

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2024DISEASE-03-08-two-stage: Comparative effectiveness research
for healthcare interventions in areas of high public health need

Specific conditions

Expected EU The Commission estimates that an EU contribution of between
contribution per 6.00 and 7.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget = The total indicative budget for the topic is EUR 45.00 million.

Type of Action Research and Innovation Actions
Admissibility The conditions are described in General Annex A. The follov
conditions exceptions apply:

Applicants submitting groposal under the blind evaluation pilot (<
General Annex F) must not disclose their organisation na
acronyms, logos, nor names of personnel in Part B of their first |
application (see General Annex E).

Eligibility The conditions aredescribed in General Annex B. The followil
conditions exceptions apply:

Il n recognition of the opening
programmes to European researchers, any legal entity establishec
United States of America is eligible to recelyrion funding.

Award criteria The criteria are described in General Annex D. The follow
exceptions apply:

For the second stage, the thresholds for each criterion will |
(Excellence), 4 (Impact) and 3 (Implementation). The cumule
threshold will ke 12.

Part 4- Page93 of 212



Horizon Europe- Work Programme 2022024
Health

Procedure

The procedure is described in General Annex F. The folloy
exceptions apply:

This topic is part of the blind evaluation pilot under which first st
proposals will be evaluated blindly.

Legal and financial
setup of the Grant
Agreements

The rules are described in General Annex G. The following excep
apply:

Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lump sum contribu
under the Horizon Europe Programinthe Framework Programme f
Research and Innovation (202027) i and in actions under th
Research and Training Programme of the European Atomic El
Community (20212025).1%8

Expected OutcomeThis topic aims at supporting activities that arebding or contributing

t
b

O one or
urdeno.

sever al expected i mpacts of
To that end, proposals wunder

directed, tailored towards and contributing to tmafghe following expected outcomes:

desti

t hi

1 Health policymakers are aware of the healthcare interventions (pharmacological, non
pharmacological or technological interventions; including preventive and rehabilitative
actions) that are identified as working best the specific population groups from the
point of view of safety, efficacy, patient outcomes, adherence, quality of life,
accessibility, and (costeffectiveness.

1 Health professionals have access to and use the improved clinical guidelines on the

optimd treatment of patients and prevention of diseases e.g. through vaccines.

Considerations made in the guidelines include the harmonisation and standardisation of
care for high burden diseases or conditions throughout Europe, as well as possible

individualised needs of patients.

9 The scientific

information, data, technologies, tools and best practices to develop interventions that are

sustainable.

and clinical communities make effective use of -siatiee-art

1 Citizens, patients, prescribers, and payers reasiore accurate information on available
healthcare interventions via ad hoc communication platforms.

158

This decisionis available on the Funding and Tenders Portal, in the reference documents section for
Europe, under 6Si mplified costs
https://ec.europa.eu/info/fundisignders/opportunities/docs/202027/horizon/guidanceAs

Hori zon

decision _he en.pdf
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1 The scientific and clinical communities make wide use of the newly established open
access databases and/or integrate them with existing open accessurtfrees for
storage and sharing of collected data according to FAfRinciples.

Scope Effective, affordable and accessible healthcare for diverse population groups is
challenging and complex. For example, specific needs underlie the delivery diveffec
preventive actions and therapeutic treatments to a rapidly growing elderly population, often
presenting comorbidities and associated polypharmacy. The paediatric population, including
children born preterm, has also its specific needs in specialigtad] therapeutics and early
interventions to address emerging health and developmental problems. Similar to the elderly
population, the paediatric population is often excluded from many clinical trials that generate
the evidence base for healthcare intetions. Women, including pregnant women, are also
often undeirepresented in clinical studies and access to quality healthcare is frequently
inadequate. Other population groups with limited access to quality healthcare and/er under
representation in clioal studies include lowncome groups, and refugees. Intersectionality
within these groups also needs consideration.

Proposals should address most of the following:

1 Compare the use of currently existing (pharmacological,-pi@mmacological and
technologial) healthcare interventions in specific population groups (or selected
subgroups). While there is no restriction on diseases or conditions, preference will be
given to proposals focusing on interventions with high public health rele\f@nce

1 Ensure acceptdlly and sustainability of the healthcare intervention through early
i nvol vement o f 6end wuserso6 (e.g. patients
(integrating patient valued outcomes) and, where possible, in the research process
including implematation. Additionally, proposals should take into account the diversity
of health systems in different regions of Europe to allow faugde uptake.

1 Consider involving HTA bodies in order to create synergies and accelerate the practical
implementation ofhe results. Where relevant, existing work of-Eldded projects such
as EUnetHTA®! should be also taken into account.

1 Consider issues of particular relevance for the target populations, for example,
multimorbidity, complex chronic conditions, polypharmasypstance misuse, vaccine
efficacy, compliance, age, gender specificities and diseases with high societal burden
(including but not limited to e.g. musculoskeletal diseases and mental health disorders).
Special consideration should be given to fulfillaigethical requirements.

1 For the chosen population, assess clinical and safety parameters, as well as health and
sociaeconomic outcomes (e.g. quality of life, patient mortality, (co)morbidity, costs,

159 See definition of FAIR data in the introduction to this work programnne pa

160 Interventions addressing diseases or conditions that are particularly frequent, have a high negative
impact on the quality of life of the individual and/or are associated with significant costs where savings
can be achieved.

161 https://www.eunethta.eu/
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and performance of the health system). Agreed cormmme sets (COS) should be used

as endpoints in conditions where they already exist, in other cases, efforts should be
made to agree on such COS. Consider using new instruments and methods for
determining the burden of disease and for evaluating the effédtse interventions.
Low-cost innovations should also be considered.

1 Inclusion of patient organisations and associations of caregivers and other healthcare
professionals is recommended.

1 Clinical trials, including pragmatic clinical trials, observatiosaldies, use of existing
health data in different study designs, creation of lsage databases and performing
metaanalyses may be considered for this topic. Use of existing data should always be
considered to add value, increase quality and increapéernentation speed of the
study. Regarding databases, sustainability after the proposed action's end also needs to
be considered.

1 The proposed research needs to take into account sex and gender aspects.

This topic requires the effective contribution adcml sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related resdmactivities.

The Commission will ensure an overall coordination mechanism between the projects funded
under this topic to catalyse the exchange of knowledge, as well as the development and
adoption of best practices. Proposals are expected to budgétef@ttendance to regular
meetings. Projects resulting from this call will be invited to share and discuss their case
studies amongst themselves and with relevant stakeholders at the EU level, and necessary
resources should be allocated to this task.

Applicants invited to the second stage and envisaging to include clinical studies should
provide details of their clinical studies in the dedicated annex using the template provided in
the submission system. See definition of clinical studies in the introduittidhis work
programme part.

HORIZON -HLTH -2024DISEASE-03-11-two-stage: Pandemic preparedness and
response: Adaptive platform trials for pandemic preparedness

Specific conditions

Expected EU The Commission estimates that an EUhtabution of between EUF
contribution per 8.00 and 10.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget = The total indicativdoudget for the topic is EUR 30.00 million.
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Type of Action Research and Innovation Actions
Admissibility The conditions are described in General Annex A. The follov

conditions exceptions apply:

Applicants submitting a proposal under the blendiluation pilot (se¢
General Annex F) must not disclose their organisation na
acronyms, logos, nor names of personnel in Part B of their first |
application (see General Annex E).

Eligibility The conditions are described in General é&xarB. The following
conditions exceptions apply:

Il n recognition of the opening
programmes to European researchers, any legal entity establishec
United States of America is eligible to receive Union funding.

Award criteria The criteria are described in General Annex D. The follow
exceptions apply:
For the second stage, the thresholds for each criterion will |

(Excellence), 4 (Impact) and 3 (Implementation). The cumule
threshold will be 12.

Procedure The procedure is described in General Annex F. The follow
exceptions apply:
This topic is part of the blind evaluation pilot under which first st
proposals will be evaluated blindly.

Legal and financial The rules are desbed in General Annex G. The following exceptic
setup of the Grant apply:

Agreements Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lump sum contribu
under the Horizon Europe Programinthe Framework Programmerf
Research and Innovation (202027) i and in actions under th
Research and Training Programme of the European Atomic El
Community (20212025).162

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing
tooneo sever al e X pect ed Tdacking aisedsses andfredutiagsdiseaseat i o
burdero . To that end, proposals under this top
directed, tailored towards and contributing to all of the following expectebmes:

162 This decisionis available on the Funding and Tenders &pit the reference documents section for
Hori zon Europe, under 6Si mplified costs de
https://eceuropa.eu/info/fundingenders/opportunities/docs/202027/horizon/guidanceAs
decision_he_en.pdf
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1 A diverse and comprehensive EU landscape of moolintry adaptive platform trials
(i.e. able to study multiple interventions in a disease or condition in a perpetual manner,
thus allowing modification to the trial after its initiation without undaring its validity
and integrity) that assess vaccines and therapeutics for infectious diseases, and have the
capacity to pivot rapidly in the case of epidemic or pandemic health threats.

1 Innovative and improved design of clinical studies, suited for @ancpreparedness, is
available for the clinical research community, taking into account the high safety
standards in the European regulatory environment.

1 Trial sites across multiple countries have the capacity to deliver robust clinical evidence
in a divese European population, using harmonised research methods, data collection
and analysis.

Scope As shown by the COVIEL9 pandemic, infectious diseases remain a major threat to
health and health security in the EU and globally. Health threats are exfreetese due to

among others, climate change, and thus a need for proactive approaches to ensure timely
availability of medical countermeasures during disease outbreaks is anticipated. The conduct
of perpetual adaptive platform trials, with thebnilt agility to pivot when an epidemic
strikes, is key to be prepared for infectious disease epidemics or pandemics.

This topic aims to provide funding to adaptive clinical platform trials that may be
implemented routinely outside of an epidemic or pandemicezgnibut that are designed to

be ready for the timely assessment of novel diagnostics, therapeutics or vaccines in the face of
an epidemic or pandemic.

Proposals should develop the wide range of elements needed to sustacommifty adaptive
platform tials, including the trial implementation capacity, laboratory analysis capacity, and a
harmonised approach to the collection, storage, sharing and analysis of¥esita.

Proposals should ensure timely engagement with regulatory authorities and bogiesaBro
should consider the European regulatory environment and take full use of the European
capacity to deliver quality trials, including the possibility for registration of new medical
products. Proposals should strengthen the leading role of the EUinioalc research
preparedness for future epidemics and pandemics.

The proposals should address the following areas:

1 Development of robust clinical evidence that contributes to the knowledge base for the
diagnosis, treatment and prevention of infectidiseases. Sex, gender, age, ethnicity
and socieeconomic factors should be taken into account.

1 Known hurdles related to ethical, administrative, regulatory, legal and logistical aspects
should be anticipated and addressed to the extent possible, inooaglerd such barriers
when the trial needs to pivot in response to an epidemic or pandemic.

163 See definition of FAIR data in the introduction to this work programme part.
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1 Engagement with clinical researchers and biostatisticians, to increase capacity for the
design and implementation of adaptive platform trials across Europe.

Collaboration and coordination with existing adaptive platform trials in the EU is expected,
where relevant, as well as with the coordination mechanisms established under topic
HORIZON-HLTH-2023DISEASE 3.05 and with the European Medicines Agency (EMA).
Collabaation and coordination with other organisations and other regional and global
initiatives, such as Global Health EDCTP3 Joint Undertalhgthe Global Research
Collaboration for Infectious Disease Preparedness (GiBIfP, the European Pandemic
Preparednes Partnership and the European Health Preparedness and Emergency Response
Authority (HERA) should be envisaged. International cooperation is encouraged.

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines andthe involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related research activities.

Applicants invited to the second séag@nd envisaging to include clinical studies should
provide details of their clinical studies in the dedicated annex using the template provided in
the submission system. See definition of clinical studies in the introduction to this work
programme part.

HORIZON -HLTH -2024DISEASE-03-13-two-stage:  Validation of  fluid-derived
biomarkers for the prediction and prevention of brain disorders

Specific conditions

Expected EU The Commission estimates that an EU contribution of between
contribution per 6.00 and 8.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget  The total indicative budget for the topic is E@R.00 million.

Type of Action Research and Innovation Actions
Admissibility The conditions are described in General Annex A. The follov
conditions exceptions apply:

Applicants submitting a proposal under the blind evaluation pilot
General Annex JF must not disclose their organisation nam
acronyms, logos, nor names of personnel in Part B of their first |
application (see General Annex E).

164 https://ec.europa.eu/info/reseammidinnovation/researchrea/healtiresearckand
innovation/edctp_en
165 https://www.glopidr.org/
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El

igibility

conditions

The conditions are described in General Annex B. The folloy
exceptions apply:

Il n recognition of the opening
programmes to European researchers, any legal entity establishec
United States of America is eligible to receive Union funding.

Award criteria

The criteria are described in @@al Annex D. The following
exceptions apply:
For the second stage, the thresholds for each criterion will |

(Excellence), 4 (Impact) and 3 (Implementation). The cumule
threshold will be 12.

Procedure

The procedure is described in General Annex TRe following
exceptions apply:

This topic is part of the blind evaluation pilot under which first st
proposals will be evaluated blindly.

Legal and financial
setup of the Grant
Agreements

The rules are described in General Annex G. The followinggians
apply:

Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lump sum contribu
under the Horizon Europe Programinthe Framework Programme f
Research and Innovation (202027) i and in actions under thi
Research and Training Programme of the European Atomic El
Community (20212025).16¢,

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several expected impacts of destinel@ioni Tac k|l i ng di seases

b

urdeno.

To that end, proposals wunder

directed, tailored towards and contributing to most of the following expected outcomes:

i The scientific and clinical commitiies make effective use of stadgtheart

information, data, technologies, tools and best practices to underpin the development of
the diagnostics, and as such can also facilitate the development of effective therapeutics

and/or preventive strategies.

t hi

1 The scientific and clinical communities advance the field through a better understanding
of mechanisms underlying brain disorders at the molecular, cellular and systemic level.

1 The scientific and clinical community make wide use of newly established an@ whe

relevant open access databases and/or integrate them with existing infrastructures for

166

This decisionis available on the Funding and Tenders Portal, in the reference documents section for
Europe, under 6Si mpl irbughe dthis clioks t s
https://ec.europa.eu/info/fundisignders/opportunities/docs/202027/horizon/guidanceAs
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decision _he en.pdf
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storage and sharing of collected data according to EAlRrinciples, thereby
encouraging further use of the data.

Policymakers, funders, scientific and clinical conmities, patient organisations,

regulators and other relevant bodies are informed of the research advances made, while
health professionals envisage use of the biomarker tests for early detection of the
disorder and for guiding patients in the

treatments/interventions.

selection gdersonalised

Patients and caregivers are sufficiently engaged with the research, which also caters for

their needs.

Scope Treatments for some higburden brain disorders are potentially on the hoti%on
Consequently, many patisnand citizens will want to know if they are eligible for these
treatments. For some disorders, a definitive diagnosis is difficult, expensive and time
consuming. Simple blood or other fluittrived (e.g. saliva, urine, sweat) tests for markers
that may ndicate early signs of the disorder, and which can be deployed for widespread
clinical use are needed.

The brain disorders within the scope of this topic fall under two categories, namely those
listed under chapters six and eight of the International i@itz®n of Disease$®. Proposals
in the area of mental disorders are encouraged.

Proposals should address all of the following aspects:

M

Proposals should aim to validate biomarkers that can reliably confirm early stages of the
human brain disorder amiide treatment/ intervention selectiéh

Proposals should aim to provide evidence supporting the regulatory acceptance of the

biomarkers’%,

Exploitation of existing data, biobanks, registries and cohorts is expected, together with
the generation of new kalata.

Inclusion of patients or patient organisations in the research is strongly encouraged, as to
ensure that their views are considered.

Sex and gender aspects, age, secianomic, lifestyle and behavioural factors should be
taken into consideration he study.

167
168

169

170
171

See definition of FAIR data in the introduction to this work programme part.
feature (March, 202:

For exampl e,

t he Nature news

aim to find out. doihttps://doi.org/10.1038/d4158&®22-006510

International Classification of Diseases™ Revision (ICD11), developed by the World Health

Organi zation

( WHO) ; Chapter

O0Di seaves nefr vous systemd.
The biomarker should link to a clinical meaningful endpoint.
The European Medicines Agency (EMA) offers scientific advice to support the qualification of
innovative development methods for a specific intended use in the conteseafch and development

into pharmaceuticals.
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1 To enable sharing of samples, quality data and advanced analytical and digital tools,
consideration should be made for using infrastructures already developed at the
Europeath’?or national level.

1 To enable the management of brain disordexsideration should be made in
demonstrating the gained cost efficiency.

1 SME participation is encouraged.

Applicants invited to the second stage and envisaging to include clinical studies should
provide details of their clinical studies in the dedicaiadex using the template provided in

the submission system. See definition of clinical studies in the introduction to this work
programme part.

HORIZON -HLTH -2024DISEASE-03-14-two-stage: Tackling highburden for patients,
under-researched medical conditios

Specific conditions

Expected EU The Commission estimates that an EU contribution of between
contribution per 6.00 and 7.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget = The total indicative budget for the topic is EUR 25.00 million.

Type of Action Research and Innovation Actions
Admissibility The conditions are described in General Anmfex The following
conditions exceptions apply:

Applicants submitting a proposal under the blind evaluation pilot
General Annex F) must not disclose their organisation na
acronyms, logos, nor names of personnel in Part B of their first |
application (see éneral Annex E).

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity estabiisthe
United States of America is eligible to receive Union funding.

Award criteria The criteria are described in General Annex D. The follow
exceptions apply:

172 EU-supported infrastructures include, for example, the BBMRIC infrastructure for biobanking, the
EBRAINS research infrastructure, and various platforms developed by the Innovative Medicines
Initiative (IMI) and its successor the Innovative Health Initiative (IHI).
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For the second stage, the thresholds for each criterion will |
(Excellence), 4 (Impar and 3 (Implementation). The cumulati
threshold will be 12.

Procedure

The procedure is described in General Annex F. The folloy
exceptions apply:

This topic is part of the blind evaluation pilot under which first st
proposals will be evaluatddindly.

Legal and financial
setup of the Grant
Agreements

The rules are described in General Annex G. The following excep
apply:

Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lumm <ontributions
under the Horizon Europe Programinthe Framework Programme f
Research and Innovation (202027) i and in actions under th
Research and Training Programme of the European Atomic El
Community (20212025).173

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

t
b

O one or
urdeno.

sever al expected i mpacts of
To that end, proposals wunder

directed, tailored towards and contributing to most of the following expected outcomes:

M The scientific

information, data, technologies, tools and best practices to better understand the

and clinical communities make effective use of -sfatiee-art

dest i

t hi

condifon, underpinning the development of diagnostics, therapeutics and/or preventive

strategies.

1 The scientific and clinical community exchange data, knowledge and best practices,
thereby strengthening their collaboration and building knowledge and care ketwor
Europe and beyond.

1 The scientific and clinical community make wide use of newly established and where

relevant open access databases and/or integrate them with existing infrastructures for
storage and sharing of collected data according to EAliRrinciples, thereby

encouraging further use of the data.

1 Policymakers and funders are informed of the research advances made and consider

further support in light of the sustainability of the studies.

173

174

This decisionis available on the Funding and Tenders Portal, in the reference documents section for
Europe, under 6Si mplified costs
https://ec.europa.eu/info/fundisignders/opportunities/docs/202027/horizon/guidanceAs

Hori zon

decision _he en.pdf

See definition of FAIR data in the introduction to this work programme part.
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Patients and caregivers are constructively engaged withesiearch, which also caters
for their needs.

Health professionals have access to and use improved clinical guidelines on diagnosis
and/or treatment of the condition.

Scope A number of medical conditions fail to be recognised and/or be correctly diagmose

a significant proportion of patients. As a consequence they are inadequately treated and often
can become a chronic burden for the patient. These medical condifionay be
insufficiently researched even though they manifest with high prevaléniéé This topic
excludes rare diseases.

Proposals should address all of the following aspects:

T

Proposals should address the gaps in robust, scientific evidence for improved policies
and practices to tackle such medical condition(s), and aim at identifying the
pathophysiological mechanism(s) (e.g. genetic, cellular and molecular) and potential risk
factors (e.g. psychological and environmental) of the medical condition(s) through basic,
pre-clinical and/or clinical research. These efforts should underpin thelapement of
diagnostics, therapeutics, and/or preventive strategies for the condition.

Proposals should demonstrate that the medical condition(s) under study is/are
insufficiently understood, inaccurately diagnosed or inadequately treated in a significant
proportion of patients, and as such represent a high burden for patients and society. This
could be through referencing key literature.

Sex and gender aspects, age, ethnicity, secomomic, lifestyle and behavioural factors
should be taken into considéoam. In addition, the emotional and societal lgegn
effects of these chronic disorders for the affected individuals should be addressed.

Where applicable, the development of biomarkers and other technologies for diagnosis,
monitoring in patients, andratification of patient groups should be considered.

Where applicable, the development of clinically relevant, {fmmman model systems
that can complement clinical investigations should be considered.

Exploitation of existing data, biobanks, registréasl cohorts is expected, together with
the generation of new (e.g. genomics, epigenomics, transcriptomics, proteomics) data.

175

176
177

High-burden medical conditiorsould for instance include those that are eitherthfeatening or lead

to chronic invalidity or a severely reduced quality of life.

Examples of medical conditions include Lyme disease, Chronic Fatigue Syndrome and back pain.

The European Commissids commissioning an independent scoping study to help identify under
researched highurden medical conditions and define the type of research and/or research priorities to
better address the different needs of patients with these conditions.

Part 4- Pagel04of 212



Horizon Europe- Work Programme 2022024
Health

1 To enable sharing of samples, quality data and advanced analytical tools, it is
encouraged to make use of existing infrastructutesgeloped at the Europedfor
national level.

1 Inclusion of patients or patient organisations in the research is strongly encouraged, to
ensure that their views are considered.

1 SME patrticipation is strongly encouraged.

This topic requires the effective dobution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of theetated research activities.

Applicants invited to the second stage and envisaging to include clinical studies should
provide details of their clinical studies in the dedicated annex using the template provided in
the submission system. See definition ahichl studies in the introduction to this work
programme part.

Call - Tackling diseases (Single stage2024)
HORIZON-HLTH -2024DISEASE-08
Conditions for the Call

Indicative budget(s)®

Topics Type Budgets Expected EU Indicative
of (EUR  contribution gr number
Action  million) project (EUR of
~ million)t8° projects
2024 expected
to be
funded

Opening: 26 Oct 2023
Deadline(s): 11 Apr 2024

178 A variety d infrastructures have been developed at European level and include, for example, the

BBMRI-ERIC research infrastructure for biobanking, while others are being developed like the
OFederated European infrastructure for genomics
The DirectorGeneralresponsible for the call may decide to open the call up to one month prior to or
after the envisaged date(s) of opening.

The DirectorGeneral responsible may delay the deadline(s) by up to two months.

All deadlines are at 17.00.00 Brussels local time.

The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.

179

180
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HORIZON-HLTH-2024DISEASE08-12 CSA  2.00 Around 2.00 1

HORIZON-HLTH-2024DISEASE08-20 RIA 50.00 7.00 to 8.00 5

Overall indicative budget 52.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene
Annex B.

Financial and operationatapacity and The criteria are described in General Anr

exclusion C.

Award criteria The criteria are described in General Anr
D.

Documents The documents are described in Gent
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legaland financial seup of the Grant The rules are described in General Annex

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2024DISEASE-08-12: Pandemic preparedness and response:
Maintaining the European partnership for pandemic preparedness

Specific conditions

Expected EU The Commission estimates that an EU contribution of around EUR
contribution per = million would allow these outcomes to be addressed appropri:
project Nonetheless, this does not preclude subiois and selection of

proposal requesting different amounts.

Indicative budget The total indicative budget for the topic is EUR 2.00 million.

Type of Action  Coordination and Support Actions

Eligibility The conditions are described iBeneral Annex B. The following
conditions exceptions apply:

I n recognition of the opening
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programmes to European researchers, legal entities established
United States of America may exceptionally participate as a icergf
or affiliated entity, and are eligible to receive Union funding.

Coordinators of projects must be legal entities established in ai
Member State or Associated Country.

Award criteria The criteria are described in General Annex D. The followirggptions
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or sever | expected i mpacts of destination 3
burdeno. To that end, proposals wunder this
directed, tailored towards and contributing to all of the following expected outcomes:

1 Research funders, policymakers and the research community maintain a consolidated
research and innovation framework for the European partnership for pandemic
preparedness, including t he Partnershipo
working/operationaligtion;

1 Research funders, policymakers and the research community are aligned towards
common objectives and have a common understanding of thetdongStrategic
Research and Innovation Agenda for the Partnership;

1 European research funders are supported dynamic and efficient secretariat in their
coordination efforts for pandemic preparedness research;

1 Healthcare providers, European and international stakeholders engage with the
appropriate partners through the research and innovation framework farthership.

Scope The COVID19 pandemic illustrated how unilateral research initiatives may lead to a
fragmented research landscape, with substantial room for efficiency gains in the development

of the highly needed evidence to guide policy actions wlaeing an emergency. The
European partnership for pandemic prepared
preparedness to predict and respond to emerging infectious health threats by better
coordinating funding for research and innovation at EU, nationdl rggional) level towards

common objectives and an agreed Strategic Research and Innovation Agenda. Such a
partnership contributes to building a coherent European Research Area (ERA), enabling
Member States, Associated Countries and the European Comntissiapidly and jointly

support research and innovation in pandemic preparedness.
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The Partnership is expected to continue to build on existing pandemic preparedness networks
and research infrastructut®s and work in synergy with the Health Emergency Pregraess
and Response Authority (HERA).

Proposals should foresee administrative and technical support through a secretariat to
maintain and support the European partnership on pandemic preparedness.

Proposals should include all of the following activities:
1 Provide an efficient secretariat for the European partnership for pandemic preparedness

1 Provide administrative and organisational support to the Members in the European
partnership for pandemic preparedness;

1 Provide strong scientific support on topresjuested by the GloP{R Chairs, scientific
advisors or (working) groups;

1 Actively engage with relevant stakeholders and initiatives in the area of pandemic
preparedness, ensuring collaboration and coordination, and avoiding duplication; e.g. the
Global Health EDCTP3 Joint Undertaking, GloRER) WHO R&D blueprint, ACT
Accelerator, etc.;

1 Implement strong communication and dissemination activities at EU level and in
Member States and Associated Countries, on the purpose, activities and outputs of the
Europea partnership for pandemic preparedness, both outside and during
epidemic/pandemic episodes;

1 Establish coordination and collaboration with relevant initiatives related to pandemic
preparedness such as HERA to ensure complementarity and avoid overlaps;

1 As relevant, apply a crossutting, interdisciplinary One Health approach;

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevantSSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related research activities.

HORIZON -HLTH -2024DISEASE-08-20: Pandemic preparedness and response: Hest
pathogen interactions of infectious diseaseasith epidemic potential

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per  and 8.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does mpeclude submission an

181 European Research Infrastructures | European Commission (eurpp@¥@OVID (https://by
covid.org}, ISIDORe fttps://isidoreproject.euy and PHIRI fttps://www.phiri.euy
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selection of a proposal requesting different amounts.

Indicative budget The total indicative budget for the topic is EUR 50.00 million.
Type of Action Research and Innovation Actions

Eligibility The conditions are deslbed in General Annex B. The followin
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligible to receive Unionding.

The Joint Research Centre (JRC) may participate as member ¢
consortium selected for funding.

Award criteria The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will be 4 (Excellenel (Impact) and
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several e X p elTacklirgddisdasap amd redsicidgdased e s t i1 |
burdero . To that end, proposals wunder this top
directed, tailored towards and contributing to all of the following expected outcomes:

1 The scientific and clinical communities have an increased knowledgerases with
epidemic potential and in particular a better understanding of pathomgrinteractions
for the targeted development of vaccines and inhibitors for the prevention of viral
infection and the viral transmission during pathogenesis.

1 The sciefific and clinical communities have access to novel approaches for the
prevention and treatment for emerging aneemeerging infections in the context of
epidemic and pandemic preparedness.

1 The scientific and clinical communities have access to experanestcine candidates
and candidates that inhibit cellular uptake of viruses against emergingeorerging
viral infections for further clinical investigation.

A diverse and robust development pipeline of vaccine candidates and candidates that inhibit
cellular uptake of viruses is available to fight emerging andnrerging viral infections,
increasing therapeutic options for clinical deployment in case of an epidemic or pandemic.

Scope As shown by the COVIEL9 pandemic, infectious diseases remain gnthreat to

health and health security in the EU and globally. Viral disease emergence is expected to
accelerate due to among other factors, climate change, and thus a proactive approach to the
development of vaccines and inhibitors for the cellular kepta viruses in preparedness for
future infectious disease outbreaks is needed. The availability of vaccines and candidates that
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inhibit cellular uptake of viruses would provide a critical preparedness measure against future
health threats, in particulaagainst pathogens with high pandemic potential meeting the
criteria identified by the Health Emergency Preparedness and Response Authority {f4ERA)

Proposals should follow innovative approaches to characteris@éibstgen interactions with

a view to inhbit viral replication, viral proteases, viral exit strategies and to develop
therapeutic antibodies and vaccines that target viruses with high epidemic or pandemic
potential for the EU. Proposals should focus on the following viruses: Hendra and Nipah
virus, Lassa virus, Crimean Congo haemorrhagic fever virus, Rift Valley fever virus, Ebola
and Marburg virus, Dengue virus, Yellow Fever virus, Zika virus, West Nile fever virus and
Chikungunya virus. Proposal should take into account sex and gender aspects.

Proposals should aim to diversify and accelerate the global therapeutic research and
development pipeline for emerging andemaerging viral infections, and to strengthen the
current leading role of the EU in therapeutic research and development, andréheref
contributing to the work of the European Health Emergency Preparedness and Response
Authority (HERA).

Proposals should address several of the following areas:

1 Identification and characterisation of receptors on the host cell that enable the docking
andinternalisation of a virus with a particular emphasis on the diversity of cellular entry
receptors and tissue specificity.

1 Identification and characterisation of viral surface proteins that are capable of interacting
with host target cells.

1 Characterisatin of the mechanism of viral uptake in the host cell with regard to the
topology and the dynamics of the host receptairus ligand interaction.

1 Identification of receptor and ligand (sub)units that could be targeted by preventive or
therapeutic interveion.

Proposals could consider the inclusion of the European Commission's Joint Research Centre
(JRC) research infrastructure (Nanobiotechnology laboratory) for biophysical characterisation
of recombinant proteins, antigens and therapeutic antibodiestsagxpertise at the interface
between the research activities and regulatory aspects. In that respect, the JRC will consider
collaborating with any successful proposal and this collaboration, when relevant, should be
established aftoea. t he proposal 6s appr

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See
definition of clinical studies in the introduction to this waiogramme part.

182 https://health.ec.europa.eu/system/files/20Zthera_factsheet heatlthreat mcm.pdf
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Call - Partnerships in Health (2024)
HORIZON-HLTH -2024DISEASE-09
Conditions for the Call
Indicative budget(s§®
Topics Type of Budgets Expected EU Indicative
Action (EUR  contribution  number
million)  per project of
| (EUR projects
2024 illion)18%  expected
to be
funded

Opening: 26 Oct 2023
Deadline(s): 11 Apr 2024

HORIZON-HLTH-2024DISEASE09-01 COFUND 100.00 Around 1
100.00

Overall indicative budget 100.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene
Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

Award criteria The criteria aralescribed in General Anne
D.

Documents The documents are described in Genq
Annex E.

183 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after theenvisaged date(s) of opening.
The DirectorGeneral responsible may delay the deadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for iménal ge
budget of the Union for years 2023 and 2024.

184 Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.
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Procedure The procedure is described in Gene
Annex F.
Legal and financial setip of the Grant The rules are described in General Annex
Agreements

Proposals @ invited against the following topic(s):

HORIZON -HLTH -2024DISEASE-09-01: European Partnership: One Health Antt
Microbial Resistance

Specific conditions

Expected EU
contribution per
project

The Commission estimates that an EU contribution of around
100.00 million would allow these outcomes to be addre!
appropriately. Nonetheless, this does not preclude submissior
selection of a proposal requesting different amounts.

Indicative budget

The total indicative budget for the topic is EUR 100.0Qiomil

Type of Action

Eligibility
conditions

Programme Cdund Action

The conditions are described in General Annex B. The folloy
exceptions apply:

I n recognition of the opening
programmes to Europeaasearchers, any legal entity established in
United States of America is eligible to receive Union funding. Bec;
the US contribution will be considered for the calculation of the
contribution to the partnership, the concerned consortium of ofs
funders from eligible EU Members States and Associated Coul
must expressly agree to this participation.

Award criteria

Legal and
financial setup of
the Grant
Agreements

The criteria are described in General Annex D. The follow
exceptions apply:

The thresholds for each criterion will be 4 (Etkeece), 4 (Impact) anc
3 (Implementation). The cumulative threshold will be 12.

The rules are described in General Annex G. The following excep
apply:

Beneficiaries may provide financial supporthird parties. The suppol
to third parties can only be provided in the form of grants. Final
support provided by the participants to third parties is one of the pri
activities of the action in order to be able to achieve its object
Given thetype of action and its level of ambition, the maximum amc
to be granted to each third party is EUR 10.00 million.
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The funding rate is 30% of the eligible costs.

Expected OutcomeThis topic aims at supporting activities that are enabling or contmiputi

to one or several expected i mpacts of desti
burdeno. To that end, proposals wunder this
directed, tailored towards and contributing to all of the followixgeeted outcomes:

T The EUGsSs response to curb antimicrobial r
reinforced as an internationally recognised driver of research and innovation on AMR
thereby substantially contributing to the achievement of the Susiaibsyelopment
Goals related to AMR,;

1 EU and national agencies, the scientific communities, policymakers and funders enhance
their collaboration and coordination for
fight antimicrobial steyiasdtstaunturesl edositeR )width f o r |
shared evidence, tools and methodologies cutting across sectors;

1 Research funders, policymakers, relevant agencies and authorities, and the research
community are in a position to close the current gaps and breaikgxssbs on AMR in
accordance with the European One Health Action Plan against®MR

1 Research funders align, adopt and implement their research policies and activities
allowing for the optimal generation of novel solutions to prevent and treat infectious
diseases affected by AMR, improved surveillance and diagnosis and control of the
spread of resistant microorganisms, testing and validation of such solutions and
facilitating their uptake or implementation responding to the needs to reduce the burden
of AMR;

1 The EU is strengthened as an internationally recognised actor for OH AMR substantially
contributing to global cooperation and coordination by expanding beyond Europe;

1 The research community at large benefit from and use an improved comprehensive
knowleage framework integrating the EU, national/regional data and information
infrastructures to improve transnational research.

Scope The partnership should contribute to the priorities set in the European One Health
Action plan to fight AMR that provides auEopean framework with actions focused on areas
with the highest added value for Member States, including boosting research development and
innovation.

In this, the European partnership on One Health AMR should allow coordinating, aligning of
activities aml funding among countries in the EU and beyond, as well as facilitating national
coherence between different services/ministries with responsibility for the various aspects of
AMR and sectors involved (e.g. human and animal health, agriculture, envirgnment
innovation).

185 https://ec.europa.eu/health/system/files/2020amr 2017 actioplan_0.pdf
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This partnership should also contribute to achieving the objectives of the Pharmaceutical
Strategy for Europé®, in terms of fulfilling unmet medical needs on AMR and ensuring that
the benefits of innovation reach patients in the EU, andostippe objectives of the new
EU4Health Programm¥’, as well as supporting the objectives of the Farm to Fork
Strategy®®

Thanks to its capacity to bring together different stakeholders (e.g. research funders, health
authorities, citizens, healthcare ingtituns, innovators, policymakers), the Partnership will
create a critical mass of resources and implement atéyng Strategic Research and
Innovation Agenda (SRIA).

The cefunded European Partnership on One Health antimicrobial resistance should be
implemented through a joint programme of activities ranging from coordinating transnational
research efforts to other activities such as coordination and networking activities, capacity
building programmes, brokerage and mobility programmes, work on reseawstrinétures

and resources, including training and dissemination activities.

The implementation of the future European Partnership for OH AMR should contribute to
build a European Research and Innovation Area (ERA) to rapidly and jointly support research
and innovation in the fight against AMR.

It should be structured along the following 3 main objectives:
1. Collaboration and alignment of Research and Innovation agendas on OH AMR

The Partnership should mobilise and link key AMR stakeholders, encompassihgrhan,
veterinary, agricultural and environmental disciplines and including a broad spectrum of
pathogens, bacteria, fungi, parasites and viruses, through ecattisg, interdisciplinary one
health approach. It should provide a framework to closeuhent knowledge gaps and break
existing silos in the AMR research landscape, facilitating the integration of national and
international scientific and policy communities with industry and the civil society.

For this, the partnership could support, alifjo no limited to, the following activities:

1 Joint strategic programming and global coordination of research and innovation through
an agreed One Health AMR SRIA (covering the scientific areas Therapeutics,
Surveillance, Diagnostics, Transmission, Prewenand Intervention, environment and
social behavioural science).

1 Target research and innovation efforts to actual needs (chaligivge) of
policymakers and stakeholders.

1 Create a transnational system that supports collaboration between EU, MS and
intemational initiatives.

186 https://eutlex.europa.eu/legadontent/EN/TXT/?2uri=CELEX:52020DC0761
187 https://euslex.europa.eu/legaiontent/EN/TXT/?uri=uriserv%3A0J.L .2021.107.01.0001.01.ENG
188 https://food.ec.europa.eu/horizontapics/farmfork-strategy _en
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2. Boost Research and Innovation

The Partnership should strengthen the European Research Area by supporting excellence in
innovative research, capacity building, programmes for development of talent, widening the
engagement afountries and sectors not yet involved.

For this, the partnership could support, although no limited to, the following activities:

1 Support excellent OH AMR research and development of new prevention methods,
interventions, treatments and diagnostics thhoagnual joint transnational research
calls and research network calls.

1 Develop new tools and instruments to support research and innovation.
1 Support networking, training and mobility of researchers.
1 Facilitate sharing and use of data and research infcaste.
3. Develop solutions
1 Facilitate translation of scientific knowledge into innovative solutions.

1 Connect, merge and align dissemination of outputs with other initiatives to support
evidencebased policy in whole One Health domain.

1 Societal engagement by bridging science to society creating awareness of AMR
challenges, value creation, support the wellbeing of citizens and sustainability of the
environment.

The partnership should also:

Strengthen the OH AMR ecosystem with integrategvities engaging key actors for AMR
encompassing the field of human, veterinary and environmental disciplines and the broad
spectrum of pathogens, including fungi and viruses.

Implement collaborative activities with International Organisations sutheag/orld Health
Organization (WHO), the World Animal Health Organisation (WOAH), the Food and
Agriculture Organization (FAO), United Nations Environmental Programme (UNEP), the G7
and G20 fora, and the global AMR R&D Hub, with the aim to avoid duplicatfoefforts.
International cooperation is encouraged also with-land middleincome countries where
AMR is highly prevalent and prone to spread to Europe.

Establish robust communication and effective information exchange between diverse
scientific discipines and among multiple sectors of the society (as patients, clinicians,

veterinarians, pharmacists, food producers, pharmaceutical industry, policymakers and
researchers (including those working in the social sciences and humanities).

The Par t roemantei srictsire ghould engage upfront the relevant actors to
coordinate, steer and frame the research and innovation activities, facilitate the use and uptake
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of the results and contribute to a sciebesed communication of the risk of spread of AMR.
The Partnershipds governance and operationa
sustainability, beyond funding from EU research and innovation framework programmes.

The governance should involve key stakeholders, including but not limited testrerech and
innovation community, patients and citizens, health and care professionals, and innovation
owners.

The Partnership is open to all EU Member States, as well as to countries associated to
Horizon Europe and will remain open to third countrieshwig to join.

The Partnership should build on, be complementary to and go beyond the existing initiative
JPIAMR®S,

To ensure coherence and complementarity of activities and leverage knowledge and
investment possibilities, the Partnership is expected tblestaelevant collaborations with

other Horizon Europe partnerships (institutionalised anflinded, such as the future Animal

Health and Welfare partnershil) and missions as set out in the working document on
6Coherence and Syneeagmnepantnearamnidii pdsa t%as cEeaurr olg
well as to explore collaborations with other relevant activities at EU and international level.

The proposals should also consider synergies with EU programmes, including but not limited

to EU4Health. The Partndrp should align with Ebide initiatives on open access and

FAIR data®

Cooperation with international organisations, private sector andEnmpean institutions and
experts may be considered. Participation of third countries is encouraged. Their centmitm

to the Partnership would not be eligible for the calculation of EU funding. Applicants should
describe in their proposal the methodology for their collaboration and the aims they want to
achieve with this kind of collaboration.

Proposals should poohe necessary financial resources from the participating national (or
regional) research programmes with a view to implementing joint calls for transnational
proposals resulting in grants to third parties. Financial support provided by the participants to
third parties is one of the activities of this action in order to be able to achieve its objectives.

When defining calls for proposals, this Partnership needs to consider if to require the effective
contribution of social sciences and humanities (SSH)mlises and the involvement of SSH
experts, institutions as well as the inclusion of relevant SSH expertise, in order to produce
meaningful and significant effects enhancing the societal impact of the related research
activities.

189 https://www.jpiamr.eu/
190 Refer to topic HORIZONCL6-2023FARM2FORK-01-2
191 DirectorateGeneral for Research and Innovation, A4 Rerdhip Sector, October 2020:

https://ec.europa.eu/info/sites/default/files/research_and_inoayfatmding/documents/ec_rtd coheren
cessynergiesof-ep-underhe annex.pdf
192 See definition of FAIR data in the introduction to this work programme part.
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Destination 4. Ensuring acess to innovative, sustainable and highuality
health care

Calls for proposals under this destination are directed towards the Key Strategic Orientation
KSOD6Creating a more resilient, i notHouzeni ve an
Eur o p edgis Pl&ht2022024. Research and innovation supported under this destination
should contribute to the impact areasso od h e al-gwhalaintdy haicgche ssi bl e
and6 A resilient EU pr e p andeid particolar toetmefallayvingn g t h
expected i mpact, set out i n tHedth care syastéenesgi ¢ F
provide equal access to innovative, sustainable and-guigtity health care thanks to the
development and uptake of safe, exfé¢ctive and peopleentred solutins, with a focus on

population health, health systems resilience, as well as improved evioesee health

p ol i.dniaddstidon, research and innovation supported under this destination could also
contribute to the following impact areas:C| i mad € mihtaingat i ono Hingdh ad a
qgual ity digi tandd As€owmpeestioe aihnlBdd secure dat a

Health systems are affected by limitations in sustainability and resilience, challenges which
have been reinforced by the COVID crisis tlat has also revealed inequalities in access to
high-quality health care services. Our health systems need to become more effective, efficient,
accessible, fiscally and environmentally sustainable, and resilient in order to cope with public
health emergenes, to adapt to environmental challenges like climate change and to
contribute to social justice and cohesion. Therefore, the transformation and modernisation of
our health systems will be one of the biggest challenges in the economic relcovady
future but it will also be a time of opportunity for generating evidence, taking advantage of
digital and datalriven innovation and developing more flexible and equitable health systems.

Under this destination, research and innovation aims at supporting tee@tsystems in their
transformation to ensure fair access to sustainable health care services of high quality for all
citizens. Funded activities should support the development of innovative, feasible,
implementable, financially sound and scalable sohgiin the various dimensions of health

care systems (e.g. governance, financing, human and physical resources, health service
provision, and patient empowerment). Ultimately, these activities should improve governance
and provide decisicmakers with newevidence, methods, tools and technologies for uptake
into their health care systems and supporting health care professionals and providers and
all ocating resources according to citizens?o
and environmentagustainability to assure those needs can be met on theelongFunded
activities should adopt a patiecentred approach that empowers patients, promotes a culture

of dialogue and openness between citizens, patients, caregivers, health care prodiders a
other relevant stakeholders, and unleashes the potential for social innovation.

In this work programme, destination 4 will focus on the following issues:
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1 Accelerating the development of personalised medicine in the EU and Associated
Countries, especiall through a publigublic cofunded partnership on personalised
medicine

1 Increasing access to health and care services for patients and citizens, and especially for
people in vulnerable situations and at risk of discrimination

1 Improving the resilience and ental wellbeing of the health and care workforce,
including informal carers

1 Enhancing development and uptake of research and innovation in health and care
systems, including environmental transformation of the systems and contributions to the
European GraeDeal.

In view of increasing the impact of EU investments under Horizon Europe, the European
Commission welcomes and supports cooperation betweefultiéd projects to enable
crossfertilisation and other synergies. This could range from networkingimd gativities

such as the participation in joint workshops, the exchange of knowledge, the development and
adoption of best practices, or joint communication activities. Opportunities for potential
synergies exist between projects funded under the saruehiat also between other projects
funded under another topic, cluster or pillar of Horizon Europe (but also with ongoing
projects funded under Horizon 2020). In particular, this could involve projects related to
European health research infrastructureslér pillar | of Horizon Europe), the EIC strategic
challenges on health and EKIC Health (under pillar Il of Horizon Europe), or in areas
cutting across the health and other clusters (under pillar 11 of Horizon Europe). For instance,
with cluster 2fi @lture, Creativity and Inclusive Society such as on heal th
economic models, on cesffectiveness, fiscal sustainability and accessibility of health care,

or on adaptation of public health systems to societal challenges (climate change,
environmental degradation, migration, denaggric change, emerging epidemics and One
Health AMR) thereby contributing to building resilience; with clustgi € i v i | Securit
S o ¢ i ;uthyaHon security of health care infrastructures, incl. digital health infrastructures,
health systems prepareshs and response to disasters and other emergencies, and quality and
safety of medicine (counterfeit and substandard medicine, illicit drugs, One Health AMR);
with cluster 4A Di gi t al , | n d sush as yn cgberdecu®yp & ¢pebiic) health
systems,products and infrastructures of digitalised health and care, or on health impact
assessment (e.g. related to consumer products, working place innovation); with cluster 5
ACI i mat e, Ener gand auster 6fiMooboidl,i t Bibgec onomy, Nat u
Agriculture and Environment o

Expected impacts:

Proposals for topics under this destination should set out a credible pathway to contributing to
ensuring access to innovative, sustainable anddugiity health care, and more specifically
to one or severalf the following impacts:
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1 Health and social care services and systems have improved governance mechanisms and
are more effective, efficient, accessible, resilient, trusted and sustainable, both fiscally
and environmentally. Health promotion and disgasxention will be at their heart, by
shifting from hospitakentred to communitpased, peopleentred and integrated health
care structures and successfully embedding technological innovations that meet public
health needs, while patient safety and dyaif services are increased.

1 Health care providers are trained and equipped with the skills and competences suited
for the future needs of health care systems that are modernised, digitally transformed and
equipped with innovative tools, technologies aligital solutions for health care. They
save time and resources by integrating and applying innovative technologies, which
better involve patients in their own care, by reorganising workflows and redistributing
tasks and responsibilities throughout theltheaare system, and by monitoring and
analysing corresponding health care activities.

1 Citizens are supported to play a key role in managing their own health care, informal
carers (including unpaid carers) are fully supported (e.g. by preventing oveiibgrden
and economic stress) and specific needs of more vulnerable groups are recognised and
addressed. They benefit from improved access to health care services, including
financial risk protection, timely access to quality essential health care servitedingc
safe, effective, and affordable essential medicines and vaccines.

1 Health policy and systems adopt a holistic approach (individuals, communities,
organisations, society) for the evaluation of health outcomes and value of public health
interventionsthe organisation of health care, and decisraking.

The actions resulting from the calls under this destination will also create strong opportunities

for synergies with the EU4Health programme and in particular to contribute to the goals
under the generl objective Aprotecting poagthreatsi n t h
to health and specific objective 4 Ato strert
efficiencyo.

The following call(s) in this work programme contribute to this idasibn:

Call Budgets (EUR million) Deadline(s)
2023 2024

HORIZON-HLTH-2023 60.00 13 Apr 2023
CARE-04
HORIZON-HLTH-2023 100.00 13 Apr 2023
CARE-08
HORIZON-HLTH-2024 30.00 19 Sep 2023 (Firs
CARE-04-two-stage Stage)

11 Apr 2024
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(Second Stage)

Overall indicative budget 160.00 30.00
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Call - Ensuring access to innovative, sustainable and higluality health care (Single

stage- 2023)

Conditions for the Call

Indicative budget(sy®

HORIZON-HLTH -2023CARE-04

Topics Type
of
Action

Budgets Expected EU  Indicative
(EUR contribution per  number
million) project (EUR of
] million)1%* projects
2023 expected
to be
funded

Opening: 12 Jan 2023
Deadline(s): 13 Apr 2023

HORIZON-HLTH-2023CARE-04-01 RIA  20.00!%®  4.00 to 6.00 4
HORIZON-HLTH-2023CARE-04-02 RIA  20.00'%  4.00 to 6.00 4
HORIZON-HLTH-2023CARE-04-03 RIA  20.00'°"  4.00 to 6.00 4
Overall indicative budget 60.00

General conditions relating to this call

Admissibility conditions

Eligibility conditions

The conditions are described in Gene
Annex A.

The conditions are described in Gene
Annex B.

193 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.

The DirectorGeneral responsible may delay the deadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations providedtife general
budget of the Union for years 2023 and 2024.
194 Nonetheless, this does not preclude submission and selection of a proposal requesting different

amounts.

195 Of which EUR 11.00 million from the 'NGEU'

Fund Source.

196 Of which EUR 11.00 millionrfom the 'NGEU' Fund Source.

197 Of which EUR 11.00 million from the 'NGEU'

Fund Source.
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Financial and operational capacity and The criteria are described in General Anr

exclusion C.

Award criteria The criteria are described in General Anr
D.

Documents The documents are desaib in General
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legal and financial setip of the Grant The rules are described in General Annex

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2023CARE-04-01: Maintaining access to regular health and care
services in case of crossorder emergencies

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 6.00 million would allow these outcomes to be addres
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.
Indicative budget The total indicative budget for the topic is EUR 20.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

I n recognition of the opening
programmes to European researshany legal entity established in t
United States of America is eligible to receive Union funding.

Award criteria The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will be 4 (Excellendg)lmpact) and 2
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

t o one or sever al expected i mpact s of des
sustégnable and higgual ity health careo. To that end,
for delivering results that are directed, tailored towards and contributing to several of the
following expected outcomes:
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1 Decision and policymakers have access to dalding tools and foresight studies
(including cost studies on the nancess to health and care services) on health and care
systems®® for anticipating reguldf® and unplanned health and care demand during
large-scale crosdorder emergencié®.

1 Decisionr ard policymakers and health and care providers can better facilitate and
manage access to regular health and care delivery duringoonates emergencies.

1 Decision and policymakers and health and care providers avail of management
frameworks including orgasational models for handling unplanned health and care
demand linked to crodsorder emergencies, while maintaining necessary regular health
and care provision.

1 Health and care professionals have access to training on how to deliver regular health
andcare services (including by means such as telemedicine) duringbonates health
emergencies.

1 Health and care professionals, citizens and patients access advanced digital tools
enabling managed access to regular health and care services, complemeuiteetr by
modes of health and care delivery (e.g., telemedicinecasdf prioritised care).

1 Patients can be involved in the-design and c@roduction of health and care delivery
models during croskorder emergencies and can benefit from better accesgutar
health and care services during such periods.

1 Health and care providers and health and care professionals have access to knowledge
and data on, and innovative solutions to combat, decreasing demand for regular health
and care services resulting fincan ongoing emergency (e.g. patients are avoiding visits
to hospitals because they are worried about additional infections or do not want to add
extra burden on the health and care systems).

Scope Since the outbreak of the COWI® pandemic, health archre systems have been
facing unprecedented challenges. Many systems were overwhelmed and fell short on
available supplies, staff, and critical infrastructure. Beyond the initial challenges posed by the
pandemic, its prolonged duration has strained healthcare facilities and providers, and had

a negative impact on regular health and care provision. Disruptions in routine and non

198 iHealth and care systemsodo implies a broader not.i
notably encompassing all parts of health systems and health nedatedf social care systems.
199 Regular care refers to the care that would be expected to be needed and delivered under normal

circumstances. This includes all types of morbidities (chronic diseases, mental health disorders, trauma

care etc.) and also aflarts of the health and care systems (prevention, fallpwongterm care,

primary care, both inand out hospital care etc.), as well as related support services such as laboratories.
200 Crossborder emergency refers to an emergent situation that spoeagigtails a significant risk of

spreading across the national borders of Member States and Associated Countries, and which may

necessitate coordination at Union level in order to ensure a high level of human health protection (Art.

2(1) Regulation on si&us crosshorder threats to health). In this topic, only emergency situations with

a high impact on health systems are included.
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emergency medical care access and delivery have been observed. It is hence timely to take
stock and identify lessons for maaiming care delivery.

Another recent emergency situation that has had a great impact on health and care systems is
the war in Ukraine and the resulting migration to bordering countries. Also under these
circumstances, it is important to have the rightddol maintaining access to regular health

and care services, while also accommodating the more urgent needs of migrants, for example.

The goal is to be better prepared for the multiple challenges faced by health and care systems
during emergencies, andseme that necessary access to regular health and care services can
be maintained.

Proposals for research and innovation should focus on health and care systems, and actions
are expected to address several of the following:

1 Analysis and evaluation of diffent epidemics or other emergencies response measures
in Member States and Associated Countries aimed at maintaining access to regular
health and care services. Cost studies on not maintaining access to health and care
services during crogsorder emergenes.

1 Development of innovative tools and models for maintaining access to regular health and
care services during crebsrder emergencigsfor example developing modelling and
foresight tools to assess and anticipate impact of toser emergencies aegular
health and care delivery; developing novel technical solutions or organisational
management models, including training, for regular care delivery in future lmoodsr
emergencies; demonstrating applicability of novel modelling tools, management
frameworks and organisational models in selected areas of regular health and care
services (e.g. chronic diseases, mental health disorders, trauma care).

1 Development and implementation of digital tools and of effective communication
strategies based on daji health literacy studiess for example developing,
implementing and generating evidence of benefit of novel digital systems connecting
health and care professionals, citizens and patiergsadd, helping maintain access to
health and care services ohg emergencies (including but not limited to smart
appointment management, chronic diseasersatiagement applications, primary care
and/or referral caseload prioritisation and management incl. triage, increasing clinical
practice efficiency, managemeiat f heal t h car e professional
telecare suites complemented by new computational methods such as Al/machine
learning, etc.).

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the imlvement of SSH experts, institutions as well as the inclusion of

relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related research activities. Interdisciplinary research is thus engouraged
including the involvement of SSH disciplines considered essential for health and care
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planning and delivery in different social contexts and for the evaluation of health economical
aspects.

All projects funded under this topic are strongly encouragguhitticipate in networking and

joint activities, as appropriate. Therefore, proposals should include a budget for the attendance
to regular joint meetings and may consider covering the costs of any other potential joint
activities without the prerequisite tletail concrete joint activities at this stage. The details of
these joint activities will be defined during the grant agreement preparation phase.

Synergies should be sought with potentially complementary research initiatives, data
stewards, custodiarad research infrastructures such as the European Observatory on Health
Systems and Policies, the Population Health Information Research Infrastructure, the future
European cdunded partnership, such as the partnership on Transforming Health and Care
Systems (THCS), and relevant EU health policy initiatives such as the European Health Data
Space (EHDSY?and the nascent Health Emergency Response Authority (HERA)

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023CARE-04-02: Resilience and mental wellbeing of the health
and care woikforce

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 6.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submisanor

selection of a proposal requesting different amounts.

Indicative budget The total indicative budget for the topic is EUR 20.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in General éxnB. The following
conditions exceptions apply:
I n recognition of the opening

programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

Award criteria The criteria are described in General Annex D. The following excep
apply:
201 https://ec.europa.eu/info/reseat@hdinnovation/funding/fundingppportunities/fundingprogrammes

and-opencalls/horizoreurope/europeapartnershipsorizoneurope/candidatesuropean
partnershipshealth _en
202 https://ec.europa.eu/health/ehedlthital-healthandcare/europeahealthdataspace e
203 COM(2021) 576 final
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[
The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a

(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims asupporting activities that are enabling or contributing

t o one or sever al expected i mpact s of des
sustainable and highpual i ty health careo. To that end,
for delivering resultghat are directed, tailored towards and contributing to several of the
following expected outcomes:

1 Health and care workers receive support (including mental health support), access to
tools and guidance that enhances their wellbeing and ability to &olagtanging
working conditions, as a result of new technologies, new work models or unexpected
adverse events, including during public health emergencies and when under ethical
stress.

1 Decisior and policymakers, employers and social partners in the healthcare
sectoré® have knowledge of the specific risks for the resilience, mental health and well
being of health and care professionals and informal carers. They have access to solutions
(regulatory, organisational, technological, educational, HR, healtvices) to prevent
and manage them, based on the integrated development of work processes and wellbeing
at work and on the study of effects of clustered work stressors on work ability and
recovery from work.

1 Funders of health and care provision haveessdo evidence, novel approaches and
costeffective recommendations for interventions supporting the mental health and well
being of health and care workers at individual, organisation and sector levels.

1 Policymakers cooperate with relevant stakeholdamgluding health and care
professionals associations and social partners to foster specific solutions to improve
resilience and welbeing of health workers and carers including informal c&irand
fight the accumulation of stressors.

Scope A resilientworkforce in the health and care sectors is essential for the sustainability
and prosperity of our societies. However, careers in the health and care sector can be
physically and mentally taxing by submitting health professionals and carers to psydhosocia
risks (for example heavy workload, stressful working conditions, risk of exposure to
infectious agents, precariousness, ethical stress etc.). Many health professionals and carers
also commute to work or have migrated to work in a new country. This adas struggle of

health and care systems to attract new people to their workforce, but also to maintain the ones
already working. A combination of factors such as changes in work organisation, budgetary
and administrative pressures faced by health arel ©tems, systemic shortages of health

204 AHeal th and care systemso implies a broader not.i
notably encompassing all parts of health systems and health related parts of social care systems.

205 OECD defi nit i onareddfined dspeopeaproviding ang el to older family members,
friends and people in their social network, living inside or outside of their household, who require help
with everyday tasks. 0
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professionals, precarious working conditions, structural inequalities and leaps in technological
innovation may leave health and care workers with feelings of helplessness, physical or
mental vulnerability or morahjury.

Technological innovations (including digitisation, big data and artificial intelligence
applications) provide opportunities for a more efficient provision of health and care services,
and for lightening the workload of health and care workers. Hewekliey also create new

risks, potentially affecting the mental wellbeing of the workforce. For example, new skills,
requirements, new organisational models, performance monitoring by algorithms, lack of
control or accountability in workplace decisionshieal questions, are elements that can
increase stress and hamper the ability of health and care workers to function in their jobs on a
daily basis.

The COVID19 pandemic has put a strain on heal
exacerbated mental hdalissues that were already a problem-gaiademic, ranging from

anxiety due to increased workload to burnout and-fresinatic stress disorder. Informal

carers suffer from similar stress, potentially caused by different factors, such as the need to
provide care which keeps them away from employment and puts them at an increased risk of
poverty. Lack of acknowl edgement t hat oneo s
seeking help or the stigma that still surrounds mental illness may impede people from
addressing such problems early enough. Different semamomic groups are affected to
different extents: in emerging virus outbreaks prior to the CQOY@Dpandemic lower
educational level among other things was associated with higher risk for adverse
psychological outcomes among health work&ts

Successful proposals should address several of the following activities:

1 Collect and analyse new evidence and data genefatiomoccupatiorspecific factors
building the resilience, mental health wie#ling of ealth and care workers, or informal
carers. Where appropriate, evidence should be gathered and analysed on the interplay of
such factors with noeoccupation specific factors (e.g. genetic, social etc.). Where
relevant, such evidence should be taigeup specific, considering variation of
challenges for professionals working in various settings (primary care, hospitals,
residential care institutions, disadvantaged geographic locations).

1 Develop actiororiented recommendations to policymakers, employersalspartners
and relevant civil society organisations at the appropriate levels (EU, national, regional,
local) based on evidence generated by the proposed action. Such recommendations
should suggest (co¥effective policy interventions or elements farrther research
aiming to promote the resilience, mental health and-keihg of health and care
workers. They should be based on dummtefit studies and eante evaluations of
proposed interventions.

206 https://ec.europa.eu/health/system/files/20R1028 mentahealth workforce en_0.pdf
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1 Develop, or identify, innovative solutions (includingigitally enabled ones),
organisational models and management approaches to support health policymakers,
employers and formal or informal health and care workers in promoting resilience,
mental health and webleing in the workplace.

1 Develop financing ancesource allocation models to ensure access to support and mental
health services for health and care workers and informal carers.

| Carry out testing and validation activities for new or improved solu6imsproving
conditions for health and care workensinformal carers according to specific factors
influencing their mental welbeing.

Proposals can identify one or more worker groups or informal carers as target of R&l
activities, based on credible scientific criteria.

This topic requires the effectiveontribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, health and care professionals associations and (informal) carers
associations, in ordeotproduce meaningful and significant effects enhancing the societal
impact of the related research activities.

All projects funded under this topic are strongly encouraged to participate in networking and
joint activities, as appropriate. Therefore, praeshould include a budget for the attendance

to regular joint meetings and may consider covering the costs of any other potential joint
activities without the prerequisite to detail concrete joint activities at this stage. The details of
these joint actiities will be defined during the grant agreement preparation phase.

With women making up over 70% of EU health care professionals and employees in the care
sector and a great part of informal carers, an appropriate gender approach is essential in
researchand policy interventions, to prevent or mitigate workplace inequalities and
imbalances. Researchers and policymakers should also take into account the inclusion
dimension, as a significant share of health professionals or care workers typically come from
minority groups, whether through declared or undeclared work.

Proposals should consider potential synergies and avoid overlaps with ongoing calls or
actions funded under EU or national programmes for example the future cofunded partnership
on Transformindgdealth and Care Systems (THCS).

Proposals are encouraged to take into account, when relevant, the EU Strategic Framework on
Health and Safety at Work (202D27)?%%, the report on mental heaf¥ and most
importantly, the recommendations and analysis predeintéhe Expert Panel on effective

207 Practices can be shared via the Best Practice Pptigdoftal (europa.eu)Examples of interventions
that were initiated to tackle the mental health impact of the pandemic are also available on the pages of
the dedicated web space on that topic on the Health Policy Pldiftgsyv/webgate.ec.europa.eu/hpf/

208 https://eurlex.europa.eu/legatontent/EN/TXT/PDF/?uri=CELEX:52021DC0323&from=EN

209 https://health.ec.europa.eu/system/files/208%ev_20210510 mi_en_0.pdf
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ways of investing in health (EXPH) opinion on supporting the mental health of the health
workforce and of other essential workers.

Applicants envisaging to include clinical studies should provide details of their clinical

studies in the dedicated annex using the template provided in the submission system. See

definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023CARE-04-03: Environmentally sustainable and climate neutral
health and care systems

Specific conditions

Expected EU
contribution per
project

Indicative budget

selection of a proposal requesting different amounts.

Type of Action Research and Innovation Actions

The Commission estimates that an EU contribution of between EUR
and 6.00 million would allow these outcomes to be addre
appropriately. Nonetheless, this does not preclsdemission anc

The total indicative budget for the topic is EUR 20.00 million.

Eligibility

conditions exceptions apply:

The conditions are described Beneral Annex B. The followin

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

Award criteria

apply:

(Implementation). The cumulative threshold will be 12.

The criteria are described in General Annex D. The following excep

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a

Expected OutcomeThis topicaims at supporting activities that are enabling or contributing

t o

for deliveringresults that are directed, tailored towards and contributing to all of the following

one or sever al expected i mpact s of
sustainable and highual i ty health careo. To

expected outcomes:

des

t hat end,

1 Policy and decision makers, providers of health and care, health and care workers and
citizens have increased knowsystam§®are oat
environmentally sustainable, what the possible costs of that are (today and future) and

patient safety not being jeopardised) and possible investmeilscee

210

AHeal th and care systemsodo implies a

broader

notably encompassing all parts of health systems and health related parts of social care systems.
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1 Policy and decision makers and providers of health and care services have access to
innovative solutions, organisational models (including financing models), and guidelines
and recommendations that reduce the pollution and carbon emissions stenuming fr
health and care systems, so that health and care provision can become more sustainable
and costeffective while maintaining or improving quality of care thanks to the reduction
of energy and materials use, decreased carbon emissions, reduced wastehainged,
and efficient resource management.

1 Monitoring and reporting of carbon emissions and pollution is mainstreamed through a
life-cycle approach and with standard methods in the health and care systems.

Scope The health care sector is responsiole4-5% of global total carbon emissighs and
generates significant demands for energy and materials, as well as dangerous waste streams
that may cause air, soil and water pollution. At the same time, health and care provision
generally experiences leggessure to decarbonise and improve its circularity than other
sectors of the economy. With the European Green Deal, the EU commits to reducing net
greenhouse gas emission by at least 55% by 2030, and to reach no net emissions by 2050, and
the health andare systems are not exempt. Research and innovation can support by ensuring
a smooth transformation while maintaining or improving quality of health and care services.

Health and care systems are undergoing structural changes, for example by strengthening
primary care and communityased care, strengthening digitalisation and making sure patients
are treated or cared for at the most efficient level. This offers the possibility to connect
structural changes with an environmental transformation.

During COP2618 countries (including two EU Member States) have committed to cutting all
carbon emissions from their health systems over the next 10 to 30 years and during the same
period in total fifty countries (including six EU Member States) have committed tongrea
climate resilient, low carbon, sustainable health systems.

In February 2022, the WHO published a report on the waste that had been generated as a
result of the COVID19 pandemic, even more emphasising the need to improve waste
management systems ofetthealth and care systef& The report states that 30% of
healthcare facilities wordide, and 60% in the least developed countries, are not fit to handle

the waste generated even when not taking the extra waste generated by the pandemic into
account. Nobnly does this pose environmental risks such as water and air pollution, but it

al so poses a risk to health workerso safety
injuries, burns and pathogenic microorganisms.

Research and innovation activitieader this topic should be specific to health and care
sectors. They should include cost studies when relevant (environmental impacts and benefits
to be quantified through the life cycle thinking approach (e.g. LCA/SLCA), to be effectively
implemented in he with the European Green Deal and the Zero Pollution Action Plan) and

211 https://www.thelancet.com/action/showPdf?pii=S25426%2820%293027Q
212 https://www.who.int/news/itemMB02-2022tonnesof-covid-19-healthcarewasteexposeurgentneed
to-improvewastemanagemensystems
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piloting research results onsite in hospitals or other care settings while generating accessible
knowledge could be included. Apart from that, successful proposals should addresisasever
the following:

1 Research and innovative solutions for decarbonisation of hospitals and other care
providers: improvements in new and existing building stock, decarbonisation of energy
supply to premises, reduction in energy demand of hospitalasitbsther care facilities
(for example heating and cooling, hot water, laundry, cooking, transport systems).

1 Research and innovative solutions for increased circularity of hospitals or other care
providers that integrate the zegpollution ambition: such sasolutions to reduce waste,
improved waste management practices (with a possible focus on water effluents and
Antimicrobial Resistance (AMR)), increased circularity (for example sustainable use of
linen).

1 Research and innovative solutions for decarboioisand greening of supply chains and
material inflows: reduction of singlese plastics, substitution of anaesthetic gases and
inhalers with high global warming potentials (GWPs), substitution of conventional
pharmaceuticals with green(er) alternativesy-tarbon supply chains of food, waste
reduction, management models on for example prescription of pharmaceuticals.

1 Development of a framework to measure and benchmark the environmental footprint of
the health and care sectors or improving infrastructimeselevant collecting, sharing,
accessing and processing of data.

Projects with interdisciplinary teams representing the health and care sectors, and the
environmental sector or other relevant sectors are welcome.

This topic requires the effective cobuition of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the rafed research activities.

All projects funded under this topic are strongly encouraged to participate in networking and
joint activities, as appropriate. Therefore, proposals should include a budget for the attendance
to regular joint meetings and may cmes covering the costs of any other potential joint
activities without the prerequisite to detail concrete joint activities at this stage. The details of
these joint activities will be defined during the grant agreement preparation phase.

Applicants are ecouraged to consider how their proposals can contribute in the context of the
European Green Dé&af, and to take into account the principles of the Circular Economy
Action Plart'4 the Zero Pollution Action PlI&f°as well as the Technical guidance on the
climate proofing of infrastructure in the period 262127.

213 https://ec.europa.eu/info/strategy/priorit28192024/europeargreendeal _en
214 https://ec.europa.eu/environment/strategy/cireal@nomyactionplan_en
215 https://ec.europa.eu/environment/strateqy/zmotution-actionplan_en
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Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See
definition of clinical studies in the introduction to this work programme part.

Call - Partnerships in Health (2023)
HORIZON-HLTH -2023CARE-08
Conditions for the Call

Indicative budget(s$}°

Topics Type of = Budgets Expected EU Indicative
Action (EUR  contribution per number
million) project (EUR of
million)2%’ projects
2023 expected
to be
funded

Opening: 12 Jan 2023
Deadline(s): 13 Apr 2023

HORIZON-HLTH-2023CARE-08-01 COFUND 100.00 @ Around 100.00 1
218

Overall indicative budget 100.00

General conditions relating to thiscall

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene
Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

216 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.
The Dire¢or-General responsible may delay the deadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2B2and 2024.

oL Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.

218 Of which EUR 50.00 million from the 'NGEU' Fund Source.
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Awardcriteria The criteria are described in General Anr
D.

Documents The documents are described in Gent
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legal and financial setip of the Grant The rules are described in Geal Annex G.

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2023CARE-08-01: European Partnership on Personalised Medicine

Specific conditions

Expected EU
contribution per
project

Indicative budget

Type of Action

The Commission estimates that an EU contributiorai@iund EUR
100.00 million would allow these outcomes to be addre!
appropriately. Nonetheless, this does not preclude submissior
selection of a proposal requesting different amounts.

The total indicative budget for the topic is EWR0.00 million.

Programme Cdund Action

Eligibility
conditions

Award criteria

Legal and
financial setup of
the Grant
Agreements

The conditions are described in General Annex B. The folloy
exceptions apply:

I n recognition of the opening
programmes té&uropean researchers, any legal entity established i
United States of America is eligible to receive Union funding. Bec:
the US contribution will be considered for the calculation of the
contribution to the partnership, the concerned consortéimesearch
funders from eligible EU Members States and Associated Coul
must expressly agree to this participation.

The criteria are described in General Annex D. The follow
exceptions apply:

The thresholds for each criterion wile i (Excellence), 4 (Impact) ar
3 (Implementation). The cumulative threshold will be 12.

The rules are described in General Annex G. The following excep
apply:

The funding rate is 30% of the eligibtosts.

Beneficiaries may provide financial support to third parties. The suj
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to third parties can only be provided in the form of grants. Final
support provided by the participants to third parties is one of the pri
activities of the actionni order to be able to achieve its objectiv
Given the type of action and its level of ambition, the maximum am
to be granted to each third party is EUR 10.00 million.

Expected OutcomeThis topic aims at supporting activities that are enablingoatributing

t o

one or sever al expected i mpacts of desti

sustainable and highual i ty healthcareo. To that end,
for delivering results that are directed, tailored towarts contributing to all of the following
expected outcomes:

T

European countries and regions, along with international partners, are engaged in
enhanced collaborative research efforts for the development of innovative personalised
medicine approaches regangl prevention, diagnosis and treatment;

Healthcare authorities, policymakers and other stakeholders develop eMideecke
strategies and policies for the uptake of personalised medicine in national or regional
healthcare systems;

Health industries, polianakers and other stakeholders have access to efficient measures
and investments to allow swift transfer of research and innovation into market;

Health industries and other stakeholders can accelerate the uptake of personalised
medicine through thadoption of innovative business models;

Healthcare authorities, policymakers and other stakeholders use improved knowledge
and understanding of the health and costs benefits of personalised medicine to optimise
healthcare and make healthcare systems nustaisable;

Healthcare providers and professionals improve health outcomes, prevent diseases and
maintain population health through the implementation of personalised medicine;

Stronger and highly connected local/regional ecosystems of stakeholdersjnopclud
innovators, are in place and facilitate the uptake of successful innovations in
personalised medicine, thus improving healthcare outcomes and strengthening European
competitiveness;

Citizens, patients and healthcare professionals have a better knewatedgrsonalised
medicine and are better involved in its implementation;

Stakeholders cooperate better and establish a network of national and regional
knowledge hubs for personalised medicine.

Scope Personalised medicine is a medical model using ctarsation of individuals'
phenotypes and genotypes (e.g. molecular profiling, medical imaging and lifestyle data) for
tailoring the right health strategy. Personalised medicine shows great promise and has already
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led to grounebreaking developments in &nent of many diseases. Through this approach,
better health outcomes can be achieved by preventing disease and providinegcpatrent

care tailored to the needs of citizens. There have been important investments in personalised
medicine over the laslecades. However, producing knowledge, translating it into clinical
applications and accelerating innovation uptake are complex;ctimguming and involve
multiple stakeholders. There is a need to facilitate the uptake of health technology innovations
andensure a rapid and effective implementation of personalised medicine on a larger scale in
Europe. To this end, the creation of a research and innovation (R&I) partnership with a focus
on personalised medicine represents a unique strategic opportunityingp tbgether
stakeholders, create synergies, coordinate R&I actions and leverage the efforts to accelerate
the evolution of healthcare toward personalised medicine.

The partnership should build on knowledge gained from supportive initiatives like the
International Consortium of Personalised Medicine (ICPerMed), the European Research Area
Network for Personalised Medicine (ERPerMed), several Coordination and Support
Actions (CSAs) funded by the EC under Horizon 2020, the one million genomes initiative as
well as with an increasing number of associated and related initiatives, research
infrastructures and capacities in Europe and beyond.

The partnership should facilitate exchange of information and good practices among
countries, provide robust guidance atwbls, will network institutional stakeholders and
involve regional ecosystems. It should stimulate service, policy and organisational
innovations, as well as the integration of biomedical and technological innovations for the
benefit of the European citns and the European industry. The partnership should bring
together a broad range of actors with a common vision of future personalised medicine.
Through the objectives of Horizon Europe, the partnership should contribute to achieving the
following European Commission priorities:

1 Promoting our European way of life
1 An economy that works for people
1 A Europe fit for the digital age

1 A European green deal

The partnership will also contribute to priorities of theCo mmuni cati on on
accessible and reésl i ent h e dCOM(R014) RIS timandshdt Co mmuni cat i on
enabling the digital transformation of health and care in the Digital Single Market;
empowering citizens and (QOM{018)i233dfinalx ancdhthea | t h i ¢
Europe's Beating @a&er Plan.

Thanks to its capacity to bring together different stakeholders (e.g. research funders, health
authorities, healthcare institutions, innovators, policymakers), to create a critical mass of
resources and to implement a letegm Strategic Resedrand Innovation Agenda (SRIA),

the partnership should address the following objectives:
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Putting Europe at the forefront of research and innovation through the support of
multidisciplinary actions open to international cooperation;

Establishing a Europeanational and regional network of research and innovation
systems dedicated to personalised medicine;

Translating basic research into clinical applications that make a difference for patients,
their families and healthcare professionals;

Filling scientific knowledge gaps, producing evidence and developing guidance and
tools in priority areas for the development and the deployment of personalised medicine;

Integrating big data and digital health solutions in research and personalised healthcare;

Strengtheningthe European healthcare industry and accelerating the uptake of
personalised medicine solutions;

Developing appropriate ecosystems for the implementation of successful personalised
medicine approaches and a swift uptake of relevant innovations by heaklstems;

Providing socieeconomic evidence of the feasibility of personalised medicine
approaches for its uptake by sustainable healthcare systems;

Improving health outcomes for citizen and patients and ensuring a wide access to
advanced personalised dieine intervention approaches to all.

The European Partnership for Personalised Meditiieto be implemented through a joint
programme of activities ranging from research to coordination and networking activities,
including training, demonstration, piloting and dissemination activities, to be structured along
the following main building bldcs:

= =2 =4 =9

Joint implementation of the SRIA,;
Joint annual calls for R&I activities, applied R&l, pilots;
Capacity building activities;

Activities to enhance the skills of the relevant personalised medicine workforce, and
improve citizen relevant awareness éitefacy;

Deployment activities through pilots, innovation procurement and financial support
mechanisms,

Flanking measures.

219

More information on the planned European Partnerships is available Biotizen Europe Webpage.
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The Partnership is open to all EU Member States, as well as to countries associated to
Horizon Europe and will remain open to thoduntries wanting to join. It should include the
following actors:

1 Ministries in charge of R&I policy, as well as national and regional R&I and technology
funding agencies and foundations;

1 Ministries in charge of health and care policy, as well as ndtamthregional healthcare
authorities, organisations and providers.

The Partnership may also encourage engagement with other relevant Ministries and will
involve other key actors from civil society and emskrs, research and innovation
community, innovabn owners, healthcare systems owners/organisers and healthcare
agencies.

The Partnershipds governance structure shoul
management and coordination, daily implementation of activities and ensure the use and
uptake of the results. The governance should leave sufficient space for involving the key
stakeholders, including but not limited to R&l community, patients and citizens, healthcare
professionals, formal and informal care organisations, and innovationowner

Financial commitments and -kind contributions are expected to be provided for the
governance structure, the joint calls and other dedicated implementation actions and efforts
for national coordination.

To encourage national coordination and avoid awess of grant signatories it is
recommended to limit their number to two per country. However, in duly justified cases this
number could differ, including for countries with decentralised administration to allow for
participation of regional authorities charge of R&I policy and health and care policy.

To ensure coherence and complementarity of activities and leverage knowledge and
investment possibilities, the Partnership is expected to establish relevant collaborations with
other European partnershipsn d mi ssi ons as set out 1in the w
and Synergies of candidate Eur fasavell aPtar t ner
explore collaborations with other relevant activities at EU and international level. On top of

this, the prposal should consider synergies with EU programmes, including but not limited to
EU4Health, DEP, ESF+, ERBH, InvestEU, RRF and TSI.

The Partnership should align with BAdde initiatives on open access and FAIR &&ta

220 DirectorateGeneral for Research and Innovation, A4 Partnership Sector, October 2020:
https://ec.europa.eu/info/sites/default/files/research_and _innovation/funding/documents/ec_rtd coheren
cessynergiesof-ep-underhe annex.pdf

221 iSynergies bet ween Hori zon Europe and ERDF pr
https://researclandinnovation.ec.europa.eu/news/adsearckandinnovationnews/synergies
guidanceout-202207-06_en

222 See definitim of FAIR data in the introduction to this work programme part.
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Cooperation with international orgaat®ons, and noituropean institutions and experts
should be considered. Applicants should describe in their proposal the methodology for their
collaboration and the aims they want to achieve with this kind of collaboration.

Proposals should pool the neaagsfinancial resources from the participating national (or
regional) research programmes with a view to implementing joint calls for transnational
proposals resulting in grants to third parties.

Call - Ensuring access to innovative, sustainable and higiuality health care (Two stage
- 2024)

HORIZON-HLTH -2024 CARE-04-two-stage
Conditions for the Call

Indicative budget($¥*

Topics Type Budgets Expected Indicative
of (EUR EU number
Action million) = contribution of

per project projects
(EUR expected
million)?24 to be
funded

2024

Opening: 30 Mar 2023
Deadline(s): 19 Sep 2023 (First Stage), 11 Apr 2024 (Second Stage)

HORIZON-HLTH-2024 CARE-04-04-two- RIA 30.00 4.00t06.00 5
stage

Overall indicative budget 30.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene

223 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.
The DirectorGeneral responsible may delay treadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

224 Nonetheless, this doesot preclude submission and selection of a proposal requesting different
amounts.
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Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

Awardcriteria The criteria are described in General Anr
D.

Documents The documents are described in Gent
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legal and financial setip of the Grant The rules are described in GesleAnnex G.

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2024CARE-04-04-two-stage: Access to health and care services for
people in vulnerable situations

Specific conditions

Expected EU The Commissiorestimates that an EU contribution of between E
contribution per 4.00 and 6.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requesting different amounts.

Indicative budget = Thetotal indicative budget for the topic is EUR 30.00 million.

Type of Action Research and Innovation Actions
Admissibility The conditions are described in General Annex A. The follov
conditions exceptions apply:

Applicants submitting a proposal undée blind evaluation pilot (se
General Annex F) must not disclose their organisation na
acronyms, logos, nor names of personnel in Part B of their first |
application (see General Annex E).

Eligibility The conditions are described ine&ral Annex B. The following
conditions exceptions apply:

Il n recognition of the opening
programmes to European researchers, any legal entity establishec
United States of America is eligible to receive Union funding.

Award criteria The criteria are described in General Annex D. The follow
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exceptions apply:

For the second stage, the thresholds for each criterion will |
(Excellence), 4 (Impact) and 3 (Implementation). The cumule
threshold will be 12.

Procedure

Legal and financial
setup of the Grant
Agreements

The procedure is described in General Annex F. The folloy
exceptions apply:

This topic is part of the blind evaluation pilot under which first st
proposals will be evaluated blindly.

The rules arelescribed in General Annex G. The following excepti
apply:

Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lump sum contribu
under the Horizon Europe Programinthe Framework Programe for
Research and Innovation (202027) i and in actions under th
Research and Training Programme of the European Atomic El
Community (20212025).22°,

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to

one or

sever al expected i mpact s of

sustainable and highpual i ty health careo. To that
for delivering results that are directed, tailored towards and contributingvévatef the
following expected outcomes:

desti
end,

1 Decisiorr and policymakers, service providers, and health and care workers have better
availability to and make use of knowledge on barriers to access to health and care
serviceg?® experienced by people in vulnerable situations and at risk of stigma or
discrimination (from now on referred to as people in vulnerable situatféns)

Decisionr and policymakers, providers and health and care workers have access to

innovative solutions tgpromote and improve access to health and care services for
people in vulnerable situations.

225

226

227

This decisionis available on the Fundinghd Tenders Portal, in the reference documents section for
Europe, under 0Si mplified cost s de
https://ec.europa.eu/info/fundisignders/opportunities/docs/262027/horizon/guidanceAs

Hori zon

decision _he en.pdf

fiHeal t h

and care systemso implies a broader not.i
notably encompassing all parts of healthtsyns and health related parts of social care systems.
Groups of people and/or patients vulnerable from a social, financial, or health perspective, or at risk of
discrimination, such as migrants, Roma people, trans and intersex people, specific agadand g
groups (that intersects with other aspects of vulnerability, such as elderly women), indigenous people,
homeless people, people in poverty or at risk of poverty, people with disabilities or patients with
complex conditions.
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1 Decisionr and policymakers and providers have access to reliable guantitative data on
health inequalities in access to health and care services for people inalildner
situations.

1 People in vulnerable situations are better equipped in terms of health and digital literacy,
knowledge about their rights etc. when it comes to access to health and care services.

1 People in vulnerable situations are involved in the desigd implementation of
research and innovation activities concerning access to health and care services.

Scope Equal and needsased access to health and care services are important values of the
EU, as well as central principles within the Member Stdtes example 2006 Council
Conclusions on Common values and principles in European Union Health Systems, European
Pillar of social rights). At the same time, plenty of evidence indicates that there is unmet need
for health and care services. Although finahdbarriers are an important part of the
explanatiof?3, it is also evident that even in countries whergpagment is low or even zero,
access to health and care services differs between groups. Certain groups are more at risk of
not accessing all the héaland care services they need, depending among other factors, on
their socieeconomic and legal status, age, sex and gender identity, (dis)ability, ethnicity and
geographical location.

For example, the life expectancy for the Roma peoyphe largest ethic minority in the EU

T is on average ten years shorter than the general population. This is because, due to poor
sociaeconomic conditions and ethnic segregation, many Roma people live in enclaves where
equal opportunities to services including infrastawe are lacking. Due to these inequalities

that are also rooted in antigypsysithy Roma people are facing much greater difficulties
accessing and receiving standard health and care services including prevention compared to
other citizen$*.

There are sigficant health inequalities between the LGBTIQ community and the population

as a whole. One part of the explanation is reluctance to seek health and care services because
they have experienced or fear hostile reactions. Tramg intersex people still sfygle to

access quality and affordable medication and care, both related to general health services and
specific health care relating to transition, such as a lack of relevant medication or surgical
procedure¥?,

Compared to men, older women have a higheepy risk also due to lower pay and lower
pensions. They face a higher risk to live longer in poorer health, so their overall need for

228 See for example OECD Higgaat a glance 2021.

229 Antigypsyism (a form of racism against Roma people) is a historically rooted structural phenomenon
that appears at institutional, social and interpersonal levels.
230 The EU Roma strategic framework for equality, inclusion and ppatiicin sets up the ambitious goal

to lessen the life expectancy gap and ensure that by 2030 Roma women and men live 5 years longer.
https://ec.europa.eu/info/sites/default/files/eu_roma_strategic_framework for_equality inclusion_and_
participation_for_2020- 2030_0.pdf

231 stateofart _report _en.pdf (europa.eu) thatrans&d mmi s s
intersexfocused research is needed that addresses health inequalities and healthcare.
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health and especially care services is therefore higher. People living in difficult socio
economic situations, such asrheless people or people at the risk of poverty may experience
similar issues. For migrants and refugees, uncertain legal status, fear of public authorities, or
language difficulties may cause additional barriers to seeking adequate health and care
services.

Whil st factors outside the health and care
health and care services, health and care systems can influence and facilitate access through
accessibility, costs, referrals and attitudes.

Another aspect conoes access to data regarding certain groups. Whereas data on access to
health and care when it comes to factors related to -®moomic characteristics,
geographical barriers, sex, and age is more accessible, data on people in vulnerable situations
(often due to the problem of sensitivity of data) is often less accessible, contributing to
making the situation of these groups less visible.

Activities under this call should focus on groups that are in vulnerable situations from a
social, financial or healtperspective, or at risk of discrimination, such as migrants, Roma
people, trans and intersex people, specific age and gender groups (that intersects with other
aspects of vulnerability, such as elderly women), indigenous people, homeless people, people
in poverty or at risk of poverty, people with disabilities or patients with complex conditions.
Where relevant, activities should use intersectional approaches to consider, inter alia,
socioeconomic factors, geography, citizenship, age, sex and gendeay jdemtiethnicity.

Next to the abowenentioned, research and innovation activities under this topic should
address several of the following:

1 Different types of barriers different barriers to study could be financial, geographic,
social, marginalisationral discrimination. When relevant, health and digital literacy
aspects should be analysed. The selection of factors should be context specific as groups
suffering from access barriers vary a lot across EU countries and at subnational level.
The principle olheedsbased health and care should be taken into account.

1 Access to what? for example: what part of the health and care system (from
prevention, primary care and lotgrm care to tertiary care, any specific services, e.g.
mental care) do different grpa have access to? Is integrated care provided for these
groups taking into account their particular needs? How much health and care services do
different groups access?

1 Solutions- What measures are needed to counter inequalities in health and care access
and make sure that vulnerable groups access health and care services and that access is
based on needs (measures to educate, support and empower vulnerable groups can be
included here)? What are the costs, at different levels, to develop these solutions?
Piloting of measures could be included. Commubgged and/or coreated initiatives
and peessupport approaches: what works and how can these be supported, sustained
and/or integrated in the wider service landscape.
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1 Better data improving access and gug of data will contribute to identify people in
vul nerable situationsd health needs and i
the challenges that each group experiences. The data could for example explore
effectiveness of provided care (metricdding to assess if provided care addresses the
root causes of inequalities) or new valid methodologies to identify the unmet health
related needs of people in vulnerable situations. Quantitative and qualitative data on
inequalities in prevention, prevalemand treatment of different morbidities.

1 Cost analyses The cost of inequalities in access to health and care services:
Quantitatively and/or qualitatively measure the negative impact on not taking measures
for helping people in vulnerable situationsvlaaccess to health and care services
including prevention.

Proposals are expected to involve the people/groups studied in the design and implementation
of the research and innovation activities and where relevant service providers and other
stakeholders.

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant efféeacing the
societal impact of the related research activities.

All projects funded under this topic are strongly encouraged to participate in networking and
joint activities, as appropriate. Therefore, proposals should include a budget for the atendanc
to regular joint meetings and may consider covering the costs of any other potential joint
activities without the prerequisite to detail concrete joint activities at this stage. The details of
these joint activities will be defined during the grant agret preparation phase.

When relevant, funded actions should build on the work done by the European Joint Action
on Health Equity Europe (JAHEE) and the upcoming activities under the EU4Health
Programme (Direct grants to international organisations (Whki@pporting Member States in
improving access to healthcare and effectiveness of health coverage, taking into account
vulnerabilities of specific groups and targeted intervention and access to mental health for
people in vulnerable situations).

Also, when elevant, projects should build on, and are encouraged to consider how their
proposals can contribute to, the-2@5thekEls si onod
Strategy for the rights of persons living with disabilities, EU strategy on the righte ohiid

the Child Guarantee, the Gender Equality Strategy, the EU Roma Strategic Framework and

the EU Strategy for the Rights of Persons with Disabilities Z0BI32

232 (under the European Pillar of Social Rights) Delivering on the European Pillar of Social Rights
Employment, Social Affairs & Inclusion European Comission (europa.eu) Union of equality:
Strategy for the rights of persons with disabilities 2@RB0- Employment, Social Affairs & Inclusion
- European Commission (europa.étfps://ec.europa.eu/social/BlobServlet?docld=23598&langld=en
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Projects are encouraged to coordinate their activities with the planned EuropearsRartner
on Transforming Health and Care Systems, the Cancer Mission, the Cancer Inequalities
Registry and the EU Ne@ommunicable Diseases Initiative.

Projects may explore the Health Systems Performance Assessment (HSPA) Report on more
effective ways ofmeasuring access to healthcare, published in 2021. The report provides a

collection of tools used on the ground to better understand needs of people in vulnerable
situations and adapt the health coverage to ensure more effective care.

2021 Country Profilegublished in the framework of the State of Health in the EU can be
used as a source of basic comparable data on health inequalities.

Applicants invited to the second stage and envisaging to include clinical studies should
provide details of their clinicadtudies in the dedicated annex using the template provided in
the submission system. See definition of clinical studies in the introduction to this work
programme part.
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Destination 5. Unlocking the full potential of new tools, technologies and
digital solutions for a healthy society

Calls for proposals under this destination are directed towards the Key Strategic Orientation
KSOA6Promoting an open strategic autonomy by
enabling and emerging technologies, sectod anv a | u eo fc hHoirnmszblon Eur opeod
Plan 20212024. Research and innovation supported under this destination should contribute

to the impact areé@ Hi gh qual ity diandib pafticulareortiveifatlosvg f or
expected impact, setoutn t he Str at egi ¢ PHedthtechrologies, heer h e al
tools and digital solutions are applied effectively thanks to their inclusive, secure and ethical
development, delivery, integration and deployment in health policies and health @nd ca

S y s t. énnadddion, research and innovation supported under this destination could also
contribute to the following impact area@ A competi ti ve-e@anmo myeéc uil
6l ndustrial | eadership in key andandonorogd n g
healthandhiggpual ity accessible health carebo

Technology is a key driver for innovation in the health care sector. It can provide better and
more costefficient solutions with high societal impact, tailored to the specific health care
needs othe individual. However, novel tools, therapies, technologies and digital approaches
face specific barriers and hurdles in piloting, implementing and seafifgefore reaching the
patient, encountering additional challenges such as public acceptancesatn@merging and
disruptive technologies offer big opportunities for transforming health care, thereby
promoting the health and wedking of citizens. Unlocking this potential and harnessing the
opportunities depends on the capacity to collect, integnad interpret large amounts of data,

as well as ensure compatibility with appropriate regulatory frameworks and infrastructures
that will both safeguard the rights of the individual and of society and stimulate innovation to
develop impactful solutiondn addition to existing European Research Infrastructures, the
European Health Data Space will promote hed#dta exchange and facilitate crdmsder
research activities. Moreover, the European Health Emergency Preparedness and Response
Authority (HERA) aims to improve to improve the EU's readiness for health emergencies by
supporting research, innovation and development of technologies and medical
countermeasures needed against potential-traster health threats. This destination aims to
promote thedevelopment of tools, technologies and digital solutions for treatments,
medicines, medical devices and improved health outcomes, taking into consideration safety,
effectiveness, appropriateness, accessibility, comparative-aedtlex] and fiscal sustainétyi

as well as issues of ethical, legal and regulatory nature.

In this work programme destination 5 has a strong focus on the personalisation of health
technologies and will address the following issues:

Developing computational systems for peafitcare applications, developing and validating
computational models of physiological systems and integrating health data from different
sources, for better patient management and improved clinical outcomes;
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Fostering translational biomedical research and advgmeigenerative medicine approaches
into clinical settings and manufacturing;

Preparing for potential crossorder health threats through the development of innovative in
vitro-diagnostics;

Supporting the establishment of the European Health Data Spa@sigpidg a data quality
label.

In view of increasing the impact of EU investments under Horizon Europe, the European
Commission welcomes and supports cooperation betweeifulitiéd projects to enable
crossfertilisation and other synergies. This could rafigen networking to joint activities

such as the participation in joint workshops, the exchange of knowledge, the development and
adoption of best practices, or joint communication activities. Opportunities for potential
synergies exist between projecteided under the same topic but also between other projects
funded under another topic, cluster or pillar of Horizon Europe (but also with ongoing
projects funded under Horizon 2020). In particular, this could involve projects related to
European health reaech infrastructures (under pillar | of Horizon Europe), the EIC strategic
challenges on health, the European Innovation Ecosystems (EIE) interregional networks on
health and EITKIC Health (under pillar Il of Horizon Europe) or in areas cutting across th
health and other clusters (under pillar Il of Horizon Europe), like, for instance, with cluster 4
ADi gital, | n d uos tdigitalisattom of th® healthesictor or key enabling
technologies.

Expected Impacts

Proposals for topics under this destioat should set out a credible pathway towards
unlocking the full potential of new tools, technologies and digital solutions for a healthy
society, and more specifically to several of the following expected impacts:

T Europeos scient i f iectise amddknoth@ve hsnoagalaliges doa | e X |
innovation in new tools, technologies and digital solutions, and its ability teugake
scaleup and integrate innovation in health care is wotésbs.

1 Citizens benefit from targeted and faster research resuitisgfer, more sustainable,
efficient, costeffective and affordable tools, technologies and digital solutions for
improved (personalised) disease prevention, diagnosis, treatment and monitoring for
better patient outcome and wbking, in particular tlough increasingly shared health
resources (interoperable data, infrastructure, expertise, citizen/patient driven co
creation§33.

1 The EU gains high visibility and leadership in terms of health technology development,
including through international cooperati

233 Commission Communication on the digital transformation of health and care; COM(2018) 233 final.
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1 The burden of diseases in the EU and worldwide is reduced through the development
and integration of innovative diagnostic and therapeutic approaches, personalised
medicine approaches, digital and other peaplatred solutions for health care.

1 Both the productivity of health research and innovation, and the quality and outcome of
health care is improved thanks to the use of health data and innovative analytical tools,
such as artificial intelligence (Al) supported decismoaking, in a secure and etaic
manner, respecting individual integrity and underpinned with public acceptance and
trust.

1 Citizens trust and support the opportunities offered by innovative technologies for health
care, based on expected health outcomes and potential risks involved.

Legal entities established in China are not eligible to participate in Innovation Actions in any
capacity. Please refer to the Annex B of the General Annexes of this Work Programme for
further details.

The following call(s) in this work programme contribtethis destination:

Call Budgets (EUR million) Deadline(s)
2023 2024
HORIZON-HLTH-2023 214.00 13 Apr 2023
TOOL-05
HORIZON-HLTH-2024 25.00 19 Sep 2023 (Firs
TOOL-05two-stage Stage)
11 Apr 2024
(Second Stage)
HORIZON-HLTH-2024 25.00 11 Apr 2024
TOOL-11
Overall indicative budget 214.00 50.00
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Call - Tools and technologies for a healthy society (Single stag2023)

HORIZON-HLTH -2023TOOL-05

Conditions for the Call

Indicative budget($§*

Topics Type  Budgets Expected EU  Indicative
of (EUR contribution per  number
Action  million) project (EUR of
] million)2%° projects
2023 expected
to be
funded

Opening: 12 Jan 2023
Deadline(s): 13 Apr 2023

HORIZON-HLTH-2023TOOL-0501 RIA 50.00%%¢  8.00to 10.00 5

HORIZON-HLTH-2023TOOL-05-03 RIA 50.00%%” | 8.00 t010.00 5

HORIZON-HLTH-2023TOOL-0504 RIA 35.00%%®  8.00to 10.00 4

HORIZON-HLTH-2023TOOL-05-05 IA 35.00%%°  8.00to 10.00 4

HORIZON-HLTH-2023TOOL-0508 IA 40.00%%° | 5,00 to 7.00 6
HORIZON-HLTH-2023TOOL-0509 CSA  4.00%% Around 4.00 1
Overall indicativebudget 214.00

General conditions relating to this call

234

235

236
237
238
239
240
241

The DirectorGeneral responsible for the call may decide to open the call up to one mamttopor
after the envisaged date(s) of opening.

The DirectorGeneral responsible may delay the deadline(s) by up to two months.

All deadlines are at 17.00.00 Brussels local time.

The budget amounts are subject to the availability of the appropriationsigaofor in the general
budget of the Union for years 2023 and 2024.

Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.

Of which EUR 30.00 million from the 'NGEU' Fund Source.

Of which EUR 30.00million from the 'NGEU' Fund Source.

Of which EUR 20.69 million from the 'NGEU' Fund Source.

Of which EUR 20.00 million from the 'NGEU' Fund Source.

Of which EUR 24.00 million from the 'NGEU' Fund Source.

Of which EUR 2.00 million from the 'NGEWund Source.
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Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene
Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

Award criteria The criteria are described in General Anr
D.

Documents The documents are described in Gent
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legal and financibsetup of the Grant The rules are described in General Annex

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2023TOOL -05-01: Clinical trials of combined Advanced Therapy
Medicinal Products (ATMPSs)

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 10.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposatquesting different amounts.

Indicative budget The total indicative budget for the topic is EUR 50.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

Award criteria The criteria a& described in General Annex D. The following excepti
apply:
The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Part 4- Pagel49of 212



Horizon Europe- Work Programme 2022024
Health

Expected OutcomeThis topic aims at supporting activitidsat are enabling or contributing

to one or sever al expected i mpacts of destin
technol ogies and digital solutions for a he
topic should aim for delivering selts that are directed towards and contributing to several of

the following Expected Outcomes:

1 Healthcare providers increase their knowledge on the potential of combined ATMPs and
get access to innovative treatment options with demonstrated health Héorefinmet
medical needs;

1 Developers and manufacturers of combined ATMPs obtain scientific evidence on the
proposed therapeutic approach;

1 Patients benefit from new advanced therapies delivered through the combined ATMPs;
1 EU companies get a better market position in the field of combined ATMPs.

Scope The subjects of this topic are combined ATMPs (Advanced Therapy Medicinal
Products) according to the definition of the ATM&gulation (EU 1394/2007, Article 2d).
Such combied ATMPs are composed of an ATMP and one or more medical devices or one
or more active implantable medical devices, and their cellular or tissue part must either
contain viable cells or tissues, or Raiable cells or tissues liable for exerting the priynar
action on the human body.

The combined ATMPs should be more effective than currentestdtes-art solutions on the
European market owing to improved features like personalisation, accuracy, reliability and
usability and contribute to loAgrm sustainility (faster and affordable) of European health
systems.

Research should focus on advanced stages of clinical development with regulatory work on
the Medical Device part completed and safety studies of the combination product in an
advanced stage.

Proposis should address all of the following activities:
1 Phase 2 clinical trials and above of combined ATMPs focussing on:

o technologies ready to undergo interventional clinical trials in patients/end users
assessing the usability and clinical performance, and/or

o technologies that have demonstrable safety/performance profiles and should
undergo clinical validation in view dheir inclusion into guidelines for specific
clinical pathways.

1 Delivery of safe and clinically validated combined ATMPs that are compliant with
current European regulatory requirements. The related regulatory work should be
considered as an essentiabnponent and the proposed work should involve
consultation/interaction with competent regulatory agencies such as the European
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Medicines Agency (EMA) or national regulatory agency. Applicants are encouraged to
seek regulatory and/or Health Technology Assent (HTA) advice as appropriate.

The topic invites proposals that include innovative treatments for any medical condition
excluding rare diseases that are ready to be assessed for clinical efficacy (performance and
clinical benefit) in a specific indi¢@n on a big number of patient cohorts; already existing
market solutions are not in the scope of this topic.

Sex and gender aspects, age, secionomic, lifestyle and behavioural factors and any other
nonthealth related individual attributes should bken into consideration. SME participation
is strongly encouraged.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See

definition of clinical

HORIZON -HLTH -2023TOOL -05-03: Integrated, multi-scale computational models of

studies in the introduction to this work programme part.

patientpathop hy si ol ogy (6virtual twins6é) for

Specific conditions

Expectd EU
contribution per
project

Indicative budget

Type of Action

The Commission estimates that an EU contribution of between EUR
and 10.00 million would allow these outcomes to be addre
appropriately. Nonetheless, this does not preclude submissior
selection of a proposatquesting different amounts.

The total indicative budget for the topic is EUR 50.00 million.

Research and Innovation Actions

Eligibility
conditions

Award criteria

The conditions are described in General Annex B. The follov
exceptias apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

If projects use satellitbased earth liservation, positioning, navigatic
and/or related timing data and services, beneficiaries must make |
Copernicus and/or Galileo/EGNOS (other data and services
additionally be used).

The criteria are described in General Annex Be Tollowing exceptions
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.
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Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

t o

one or several expected i mpacts of dest

technol ogies and digital solutions for a
topic should aim for delivering results that are directed towardscantributing to several of
the following expected outcomes:

T

Clinicians and other healthcare professionals have access to and/or use validated multi
scale computational models of individual patients for delivering optimised and cost
effective patient maagement strategies superior to the current standard of care.

Healthcare professionals benefit from enhanced knowledge of complex disease onset and

progression by recourse to validated, msttale and mukorgan models.

Clinicians and patients benefit fronew, improved personalised diagnostics, medicinal
products, devices, and therapeutic strategies tailored to the individual patient patho

physiology.

i n
he

Citizens and patients have access to val

integration of citizergenerated data with medical and other longitudinal health data, and
benefit from early detection of disease onset, prediction of disease progression and
treatment options, and effective disease management.

Scope This topic will contribute to the consolitlon of existing virtual twin models and
support research to move towards a more integrated human virtual twin, with the aim to
accelerate translational research towards -effsttive development of new health
technol ogi es. Fur t hieatrmodels bBold thé potential wfatdansformingn 6
clinical processes and healthcare with longitudinal monitoring, making personalised medicine,
disease prevention and individualised patient management a reality.

Proposals are expected to contribute to théuai human twin roadmap and ecosystem
supported under the Digital Europe Prograrffihewith models aligned and interoperable
with those linked to the repository developed thereunder.

The proposals should address all of the following activities:

T

Develop mult-scale and mukorgan, dynamic, interoperable, modular computational
models, capable of accurately simulating the individual patient getisiology,
spanning different anatomical scales, from the molecular to cell, tissue, organ and
systems level, asecessary. Proposals should be multidisciplinary and focus on groups
of communicable and/or nesommunicable diseases with commonalities within the
same or across different medical domains, includingmodbidities. SME(S)
participation is encouraged withd aim to strengthen the scientific and technological
basis of SME(s) and valorise their innovations towards citizen and patient benefit.

242

https://ec.europa.eu/info/fundirignders/opportunities/portal/screen/opportunities/toleimils/digitad
2021-deploy01-twins-health;callCode=DIGITAL2021-DEPLOY-01 DIGITAL -2021-DEPLOY-01-
TWINS-HEALTH
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1 Advance the state of the art in medttale modelling by employing diverse modelling
methodologies, including but notimited to: mechanistic modelling, artificial
intelligence, agenbased and network physiology as a means for modelling the healthy
state, disease onset, progression, treatment and recovery. Availability of the necessary
diverse data types (e.g. data frtah tests, medical imaging, wearables, sensors, medical
checkups, mHealth devices, longitudinal health monitoring etc.) should be demonstrated
and the sex/gender dimension should be investigated.

1 Integrate standardised spatiotemporal rmdtle models as basis for developing
personalised O6virtual twind models taking
medical and health status history for advancing personalised disease management.
Proposals should ensur e t hraddelstislkdevencdbgthee | 0o p me
endusers/citizens/healthcare professionals needs and their active involvement
throughout the development process. Furthermore, applicants should utilise appropriate
IT solutions for model visualisation and demonstrate their aibdgysand usability for
clinical uptake.

1 Validate multiscale patienspecific models and generate evidence that results can
deliver clinically meaningful, realorld observations for the human diseases under
study. Applicants should implement preaffconcept, feasibility studies in relevant end
user environments and/or reabrld settings, and collect evidence of utility -&sis
current clinical practice. Dynamic O6virtu
decision support tools will need be shoto improve prognosis, medical diagnosis,
treatments and health outcomes across the continuum of diseases evolution, including
co-morbidities and longerm care as appropriate. An exploitation strategy and a business
plan, including regulatory and indust input, should be developed for accelerating
clinical and/or market uptake.

The proposals should adhere to the FAIR Haginciples and adopt data quality standards,
GDPRcompliant data sharing, access and data integration procedures based on good
practices developed by the European research infrastructures. In relation to the use and
interpretation of data, special attention should be paid to systematically assess for bias and/or
discrimination (sex/gender, ethnic, minority and vulnerable groupsc@$p®roposals are
invited to consider adopting recommendations forsiiito models construction and
validation?44

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, tastns as well as the inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related research activities.

243 See definition of FAIR data in the introduction histwork programme part.
244 ISOpaper under Rdcemneidatipnsendtreqguirements for predictive computational
models in personalized medicine reseafih Part 1: Guidelines for catructing, verifying and

validating models .
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All projects funded under this topic are strongly encouraged to participaetworking and

joint activities, as appropriate. These networking and joint activities could, for example,
involve the participation in joint workshops, the exchange of knowledge, the development and
adoption of best practices, or joint communicatiativities. This could also involve
networking and joint activities with projects funded under other clusters and pillars of
Horizon Europe, or other EU programmes. Therefore, proposals are expected to include a
budget for the attendance to regular joinetirggs and may consider covering the costs of any
other potential joint activities without the prerequisite to detail concrete joint activities at this
stage. The details of these joint activities will be defined during the grant agreement
preparation pha&s In this regard, the Commission may take on the role of facilitator for
networking and exchanges, including with relevant stakeholders.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated rs@x using the template provided in the submission system. See
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023TOOL -05-04: Better integration and use of healtkrelated real-
world and research data, includinggenomics, for improved clinical outcomes

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 10.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submission

selection of a proposal requesting different amounts.
Indicative budget The total indicative budget for the topic is EUR 35.00 million.

Type of Action Research and Innovation Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America aigible to receive Union funding.

If projects use satellitbased earth observation, positioning, navigal
and/or related timing data and services, beneficiaries must make |
Copernicus and/or Galileo/EGNOS (other data and services
additionallybe used).

Award criteria The criteria are described in General Annex D. The following excep
apply:
The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.
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Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

t o

one or several expected i mpacts of dest.i

n

technol ogies and digital solutions erthis a he
topic should aim for delivering results that are directed towards and contributing to most of
the following expected outcomes:

T

Researchers, innovators and healthcare professionals benefit from better linkage of
health data from various sources,liting genomics, based on harmonised approaches
related to data structure, format and quality, applicable across certain disease areas and
across national borders.

Researchers, innovators, healthcare professionals and health policymakers have access to
advanced digital tools for the integration, management and analysis of various health
data reused in a secure, cestfective and clinically meaningful way enabling the
improvement of health outcomes.

By linking and using effectively more data and new meshadd tools, including
artificial intelligence, researchers, innovators and healthcare professionals are able to
advance our understanding of the risk factors, causes, development and optimal
treatment in disease areas where genomics integrated withhethién data, spanning

from clinical to e.g. lifestyle, offer potential for novel and more comprehensive
information.

Healthcare professionals and health policymakers benefit frorrdda&n solutions and
reinforced evidence base for decisions addressafithand care challenges.

Citizens can be offered dathiven patierffocused health interventions, resulting in
improved disease prevention, diagnosis, treatment and monitoring towards better patient
outcomes and webeing.

Citizenso t roguaad reusenof heditle data lfoa nredearch and healthcare
increases due to the application of advanced technologies and data governance
preserving data privacy and security.

Scope Health data bear vast information potential in many disease areas, tocarghif
improve the outcomes and efficiency of healthcare delivery, unlock new research and
innovation avenues, and inform public health policy across Europe. There is a huge need of
integration, use and deployment of health data from multiple sourceeffiectively
addressing the challenges of medical research underpinning diagnostics, therapy guidance and
implementation decisions on new therapies. Such integration requires linking data of different
types, disease areas and provenance which are scattesgubsitories and databases across
Europe.

This topic aims to support proposals focusing on the integration of health data from multiple
sources (e.g. electronic health records, genomics, medical imaging, laboratory and diagnostic
results, pathogen dagauiblic health registries and other clinical research data) by linking real
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world and clinical research data. The data integration should be exemplified in several use
cases, i.e. wejustified groups of diseases (excluding cancer), within and/or acredeah
domains, and pave the way towards improved health outcomes. At least one of those use cases
should build on the use of whole genome sequence data.

The consortium should ensure wide coverage of EU and associated countries, contributing
significantly to health data standardisation, while catering for the diversity of health data
sources.

To enhance synergies and avoid overlaps of activities, the proposals are expected to align with
and complement the relevant European initiatives, in particular thep&am Health Data
Space (EHDS), the 1+Million Genomes initiative (1+MG) and the European Open Science
Cloud.

The applicants have to demonstrate that the necessary data sources are, or will be, effectively,
timely and legally available for the proposed eesh activities.

The proposals should address all of the following activities:

1 Identification of the barriers to health data integration and access as needed for the
selected use cases, and of specific existing tools, technological solutions and
coordinaton and standardisation agreements addressing those barriers. Issues to be
covered include semantic ontologies, data standards and formats, data quality, data
storage, management and access modalities, as well as enhanced findability of relevant
datasets ttough improved metadata standards and data catalogues.

1 New approaches to assemble large, easily findable and lawfully accessibtpuhli
datasets integrating multiple types of health data leading to improved clinical outcomes
(e.g. new care solutionpersonalised disease management, advanced diagnostic tools),
taking into account data FAIRificatiét? and interoperability needs.

1 New techniques, support tools, mechanisms and modalities to enable GDPR compliant
access to sensitive personal data, inclgdienomics, allowing for their nese across
borders and integration of different types of data relevant to human health. Legal and
ethical frameworks should duly consider the heterogeneity in national and sectorial rules
and procedures for data access @gse.

1 Data management approaches for ctomsler distributed data storage and processing,
enabling remote collaboration, electronic consent management, data provenance
tracking, and scalability of data management resources, ensuring data privacy and
security, and resulting in robust support to advanced, innovative clinical workflows.
Joint data governance is expected to be piloted among several clinical centres across
Europe.

245 See definition of FAIR data in the introduction to this work programme part.
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1 Development of a data analytics platform applying distributed learning aifidiadrt
intelligence approaches to query and aggregate efficiently, effectively and securely data
from multiple sources for multiple use cases (groups of diseases), to monitor patients'
health status, analyse causal inference, support diagnosis andpodiaifmakers, and
establish recommendations for patients and other stakeholders.

The proposals should adhere to the FAIR #&ginciples and build on existing and justified
tools and harmonisation efforts, such as widely used standards for encodinffeiteantd

types of health data and irteperability for crossector collaborations. Also the data
collection, management and/or modelling should build on ongoing EU and international
efforts to avoid possible duplication of efforts and fragmentation.ahtiqular, projects are
expected to take into account the legislation, if available, on the EHDS, so as to align project
activities with pertinent EHDS infrastructure efforts that provide for the secondary use of
health data as regards e.g. ctbesder acess to data, crodmrder infrastructures, data
quality and utility labelling. The achievements of the relevant past and ongoitignded
projects and initiatives, and good practices developed by the European research
infrastructures, should be duly cisered and used. Close involvement of patients and end
users is crucial to ensure that the project outcomes are relevant, widely accepted and feasible
in realworld settings.

The tools developed by the projects are expected to be widely accessible aadlanen
necessary wupdates after the projectbés end
generated during the project should be accessible to researchers and innovators. For example,
genomic data and linked patient level data are expected to de asaessible for secondary

use through the 1+MG data infrastructure.

This topic requires an effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, in order to produce meaningful and
significant effets enhancing the societal impact of the related research activities.

All projects funded under this topic are strongly encouraged to participate in networking and
joint activities. These networking and joint activities could, for example, involve the
participation in joint workshops, the exchange of knowledge, the development and adoption
of best practices, or joint communication activities. This could also involve networking and
joint activities with projects funded under other clusters and pillars ofzblorEurope, or

other EU programmes. Therefore, proposals are expected to include a budget for the
attendance to regular joint meetings and may consider covering the costs of any other
potential joint activities without the prerequisite to detail conci@te pctivities at this stage.

The details of these joint activities will be defined during the grant agreement preparation
phase. In this regard, the Commission may take on the role of facilitator for networking and
exchanges, including with relevant stablders.

248 See definition of FAIR data in the introduction to this work programme part.
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definition of clinical studies in the introduction to this worlkgramme part.

HORIZON -HLTH -2023TOOL -05-05: Harnessing the potential of reatime data
analysis and secure Poinbf-Care computing for the benefit of persorcentred health

and care delivery

Specific conditions

Expected EU
contribution per
project

The Commission estimates that an EU contribution of between EUR
and 10.00 million would allow these outcomes to be addre
appropriately. Nonetheless, this does not preclude submissior
selection of a proposal requesting different amounts.

Indicative budget
Type of Action

Eligibility
conditions

Technology
Readiness Level

The total indicative budget for the topic is EUR 35.00 million.
Innovation Actions

The conditions are described in General Annex B. The follov
exceptions apply:

In recognition of the opening of the US Nab n a | Il nstit
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

If projects use satellitbased earth observation, positioning, navigal
and/or related ming data and services, beneficiaries must make us
Copernicus and/or Galileo/EGNOS (other data and services
additionally be used).

Activities are expected to achieve TRL 7 by the end of the prbjeee
General Annex B.

Award criteria

Expected OutcomeThis topicaims at supporting activities that are enabling or contributing

to one or several expected i mpacts of dest.i
he

The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

technol ogies and digital solutions for

topic should aim for delivering results that are directed towards and contributing to all of the

following expected outcomes:

1 Healthcare professionals benefit from secure, highly performant -&fedare
computing technologies and devices able to processaaalgse vast amounts of real

time data at the point of care, combined with extended reality and visualisation
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techniques, to enable continuous monitoring and/or fastirealhealth status checks in
clinical settings and workflows.

{1 Patients and cliniciam benefit from wider access to rémhe diagnosis, screening,
monitoring and treatments using novel imaging and/or robotics systems and/eofPoint
Care devices that are seamlessly integrated in care environments and workflows.

1 Quicker reaction times andhproved patient safety in care settings.

1 Researchers and healthcare professionals have more opportunities to use, extract value
from and contribute to the uptake of réiahe health data and/or Poiof-Care
computing; existing technologies and methods arpected to progress from their
current technology readiness levels (TRL), from TRA® at least TRL %*".

1 Health and care settings benefit from reduced energy consumption ofoRGiate
tools, devices and systems, and/or data analysis.

Scope The poposals are expected to develop and test innovative tools, devices and systems
for pointof-care applications, including but not limited to robotics, photonicsséising,
artificial intelligence etc. These would provide clinicians with-téak imaging data analysis

and interactive visual presentation for understanding and diagnosing diseases, facilitating risk
assessment, prevention, and carrying out medical interventions with improved patient safety.
The proposals should demonstrate advancementréegration of technologies from preof
of-concept to prototype demonstration in operational environment. Devices and systems
should be designed, developed and testeavis defined use cases, based on the appropriate
involvement of clinicians and othetakeholders, ensuring they can be seamlessly integrated
into existing digital infrastructures and clinical workflows. The use cases in care settings
could include but are not limited to surgery workflows, Intensive Care Unit workflows and
integration of renote patient monitoring into clinical workflows. Data quality, integration and
interoperability, as well as issues of cybersecurity and data protection have to be addressed.
Design should take gender specificities into account. Clinical studies should ibtegral

part of the work proposed, with developmental iteration steps and consultation of regulators
included as appropriate. Establishing synergies with Al Testing and Experimentation
Facilities, European Digital Innovation Hubs and other similaratites is encouraged.
Proposals must include a short description of initial business plan as part of the exploitation
activities.

The proposals should address all of the following activities:

1 Development and clinical validation of compact, eastd energiefficient, extended
reality-enabled and other Poinf-Care devices and systems, with fastAteak response

247 From proofof-concept/technology validated in lab &t least prototype demonstration in operational

environment; the definitions used in H2020 for TRLs apply under this topic:
https://ec.europa.eu/research/participants/data/ref/h2020/other/wp/2016 2017/annexesiB120
annexg-trl_en.pdf
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times as required, reliable and capable of integration into clinical settings and
workflows.

1 Development and validation of instruments, contirsiguonitoring systems and/or
analysis algorithms, including artificial intelligence approaches, for the analysis of
biological samples, enabling detection of biomarkers in body fluids and tissues in
clinical settings.

1 Development and validation of imagingssems with a high spatial resolution down to
the cellular level allowing for immediate clinical interventions. Single imaging
modalities or the combination of different imaging modalities should be made
compatible with other imaging tools and with stetéhe-art and/or novel medical
technologies and devices, for example those used to remove tissues in precision surgery
(e.g. robotic surgery).

1 Advancements in the use of PeoftCare computing, data modelling, extended reality
and/or machine learning/Akethnologies applied to diagnosis and risk assessment in
cases requiring very fast, near to fale response times in clinical settings and
workflows. In addition, projects should showcase how distributed systems bringing
computation and storage physigatllose to where data is generated and used can most
effectively deliver actionable outputs for persmntred health care, contributing to
improved patient safety, in the areas of for example healthy living support, remote
patient monitoring, surgery wditkws or acute care.

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of
relevant SSH expertise, in order to produce meaningfukamificant effects enhancing the
societal impact of the related research activities.

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submistam.sSee
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023TOOL -05-08: Pandemic preparedness and response: In vitro
diagnostic devices to tackle crosborder health threats

Specific conditions

Expected EU The Commission estimates that an EU contribution of between EUR
contribution per and 7.00 million would allow these outcomes to be addre
project appropriately. Nonetheless, this does not preclude submissior

selection of a proposal requestinfferent amounts.
Indicative budget The total indicative budget for the topic is EUR 40.00 million.

Type of Action Innovation Actions
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Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

In recognitonof t he opening of the U(¢
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

The Joint Research Centre (JRC) may participate as member ¢
consortium selected for funding.

If projects use satellitbased earth observation, positioning, navigal
and/or related timing data and services, beneficiaries must make |
Copernicus and/or Galileo/EGNOS (other data and services
additionally ke used).

Award criteria The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or several e X p &waldckingd tha full pateatial ©f newftoold,e s t i n
technologies and digital solutions for a healthy society To t hat entis pr op«
topic should aim for delivering results that are directed, tailored towards and contributing to

all of the following expected outcomes:

1 The scientific and clinical communities, including health care providers and payers, as
well as regulators, healtBystems and patients benefit from innovative diagnostic
solutions that are better suited to tackle clumsler health threats.

1 The scientific and clinical communities have access to novel and improved
methodologies for detection of pathogens with pandgpotential in humans and for
timely discovery of other health threats, such as chemical, radiological and nuclear
threats, including considerations on detection in animals and environmental conditions
(One Health approach).

T A diverse and robust pipelind m vitro diagnostic&®is available, increasing options
for clinical deployment in case of an epidemic or pandemic.

Scope As shown by the COVIEL9 pandemic, infectious diseases remain a major threat to
health and health security in the EU and globdHis is also the case for other health threats

that can be linked for instance to terror attacks. New dyoeger health threats are expected

to emerge in the coming years and therefore it is essential to promote advanced research of
medical countermeases that can be used to detect, prevent and treat in case of a new health

248 As defined in Guidance on Classification Rules faviino Diagnostic Medical Devices for Regulation
(EV) 2017/746 MDCG 20206 rev.1:  https://ec.europa.eu/health/system/files/2022
01/md_mdcg_2020 guidance_classification-timd en.pdf
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emergency. One of the most important aspects in crisis preparedness times is to ensure the
availability of diagnostics that can contribute to detecting and characterising health threa

Proposals should develop and advance on new in vitro diagnostics relevant for detecting and
characterising crodsorder health threats and develop novel approaches to the development of
medical countermeasures targeting threats identified by HERA

Proposals should cover pathogens with pandemic potential in humans or other health threats,
such as chemical, radiological and nuclear threats for which there are no existing diagnostics
or where clinical practice could benefit from innovation. Emphasmildhbe put on the
development of new diagnostics, innovative cattthmethodologies, or on the improvement

of existing health technologies advancing diagnostics and characterisation of health threats,
applying the One Health approach when relevant.

Propesals should aim to diversify and accelerate the global diagnostic research and
development pipeline to tackle cressrder health threats, and to strengthen the current
leading role of the EU in research and development, and therefore contributing tarkhaf w

the European Health Emergency Preparedness and Response Authority (HERA).

Attention should be paid to critical social factors such as sex, gender, ageeEmuimnic
factors, ethnicity/migration, and disability.

Proposals should include a clear ukgory path to market in order to ensure future
compliance with the legal requirements. Proposals should address several of the following
areas:

1 Proofof-concept/early studies linked e.g. to performance evaluation of new diagnostics
that facilitate screeng, detection of the presence or exposure to a -troster health
threat or determination of infectious/disease status through human samples, included but
not limited to the list of high impact health threats identified by HERA, as well
chemical, radiolgical and nuclear threats for which there is a lack of in vitro diagnostics
or existing diagnostics have a soptimal performance.

1 Datadriven diagnostic and prognostic platforms with Al and other advanced data
analytics functionalities, adaptable to resg to new and multiple pathogens/threats, e.g.
covering prototype viruses.

1 Innovative systems linked to high sensitivity/specificity profiles adaptable for broader
use should be considered, such as portable, faster, more compact or accurate devices and
technologies, including the possibility to develop point of care ortestk.

1 Innovative diagnostics sampling methods or samples bringing a significant
improvement, such as less invasive sampling methods.

This topic requires the effective contribution sbcial sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as well as the inclusion of

249 https://health.ec.europa.eu/system/files/20Zthera_factsheet heatlthreat mcm.pdf
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relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related resdaactivities.

Proposals should consider the involvement of the European Commission's Joint Research
Centre (JRC) in regard to its experience on the performance evaluation of in vitro diagnostic
devices, with respect to the value it could bring in progdam effective interface between
research activities and regulatory aspects and/or to translating research results into validated
test methods and strategies fit for regulatory purpose. In that respect, the JRC will consider
collaborating with any successfproposal and this collaboration, when relevant, should be
established after the proposal 6s approval

Applicants envisaging to include clinical studies should provide details of their clinical
studies in the dedicated annex using the template providéteisubmission system. See
definition of clinical studies in the introduction to this work programme part.

HORIZON -HLTH -2023TOOL -05-09: Developing a Data Quality and Utility Label for
the European Health Data Space

Specific conditions

Expected EU The Commission estimates that an EU contribution of around EUR
contribution per = million would allow these outcomes to be addressed appropri:
project Nonetheless, this does not preclude submission and selection

proposal requesting different amounts

Indicative budget The total indicative budget for the topic is EUR 4.00 million.

Type of Action  Coordination and Support Actions

Eligibility The conditions are described in General Annex B. The folloy
conditions exceptions apply:

In recognition oft he opening of the US
programmes to European researchers, legal entities established
United States of America may exceptionally participate as a benefi
or affiliated entity, and are eligible to receive Union fungd

Coordinators of projects must be legal entities established in ai
Member State or Associated Country.

Award criteria The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will bgExcellence), 4 (Impact) and
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing
to one or sever al expected i myptentida of newfoolsgiest i n
technol ogies and digital solutions for a he
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topic should aim to deliver results that are directed towards and contributing to all of the
following expected outcomes:

1 Data Users (reseehers, innovators, regulators, policymakers, clinicians) are able to
identify the most relevant datasets that meet their specific needs through a label
describing accurately and in a standard way the quality and utility dimensions of the
datasets, as proped in the legal provisions of the European Health Data Space (EHDS).

1 Data holders have clear specifications for dataset quality and utility labelling to comply
with the requirements proposed in the EHDS legal provisions. In addition to that, data
holdershave access to a maturity model with the requirements a dataset needs to fulfil to
achieve higher levels of data quality and utility.

1 European and National public funders ensure that the datasets, for which they provided
funding for the creation and cui@t of, are more widely available, furthering their reuse
for secondary uses as proposed in the EHDS legal provisions (research, innovation,
regulatory work, policymaking, personalised medicine).

1 The European Commission has access to a set of specificidiothe data quality and
utility label supporting the implementation of the EHDS legal provisions.

Scope A vast quantity of health datasets exist across Europe, from multiple sources
(individual care, medical registries, social, environmental behaliowrellbeing, clinical

trials, research, administrative, etc.), and of varying quality. This represents a tremendous
opportunity for the reuse of this data for purposes other than for the one for which they were
originally collected and spur the developtheof better prevention strategies, diagnoses,
treatments and care plans.

The European Health Data Space (EHDS) will provide a common EU framework for
secondary use of health data such as research, innovation, regulatory purposes, policymaking
and person&ed medicine. It will enable data users to have access to large amounts of health
data through health data access bodies empowered with the EHDS legal provisions to
overcome existing limitations regarding the processing of health data for secondary uses.

To support data users in the discovery and selection of datasets for their purposes, there is a
growing need to develop a data quality and utility framework to articulate the characteristics
and the potential usefulness of datasets. This framework will @alpport data holders in
identifying and addressing areas of improvement which can, in turn, allow for wider and
better use of these datasets.

Several initiatives have developed or are developing guidelines and recommendations for
health data quality, hosver, these typically focus on specific data types (i.e. 1+ Million
Genome Initiativé®®) or areas of applications (i.e. European Medicines AgénEWA and

Heads of Medi cines Agenciesd Big Data Steel

250 https://b1mgproject.eu/workpadkages/wp3
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regulatior®y). Similarly, previous studies and initiatives have addressed specific dimensions

of o6data qualitydé for health data but none &
data types and encompassing the quality and utility elements proposed in the &34DS |
provisions. The proposed framework should take into account the various needs of data users
whilst at the same time avoid becoming an excessive burden on data holders which will need

to produce the data quality and utility label.

Proposals should adels all of the following activities:

1 Perform a mapping of existing data quality and utility principles/initiatives/frameworks
(.,e. EMA/HMA Big Data Stakeholders Group Data quality efforts, TEHDAS Data
Quality Working Group®?, EOSGLIFE?*3Health Data Resedic UK6s data qual
utility framework®>*, and relevant data principles, resources and tools (FAIR, FAIR
Cookbook, etc?>

1 Conduct various stakeholder consultations, integrating all relevant data users and data
holders of health data, EHDS Health Data égx Bodies (HDABs) and other relevant
actors to validate data user needs and adequately take into account relevant initiatives
when developing the proposed framework;

1 Develop a framework (set of technical specifications) for the data quality and utility
label that supports the implementation of the EHDS legal provisions and the roll out of
the label by the data holders and EHDS Health Data Access Bodies;

1 Pilot and evaluate the use of the proposed framework (as a label and as a maturity
model) on a datasesample representing the widegnging data types (such as electronic
health records, genomics datasets, medical registries, administrative data, etc.) and
taking into account the needs of all data users identified.

1 Develop recommendations for the successfiijlementation and adoption of the data
guality and utility label and maturity model across European Member States considering
the maturity levels regarding secondary of health data.

The consortium should be composed of representatives from data asarkpldlers, health

data access bodies, and other relevant stakeholders to the scope of secondary use of health
dat a, adequately covering the diversity of
Member States.

Call - Tools and technologies for dealthy society (Two stage 2024)

HORIZON-HLTH -2024TOOL-05-two-stage

251 https://www.ema.europa.eu/en/abeasthowwe-work/big-data

252 https://tehdas.eu/packages/

253 https://www.eosdife.eu/

254 Development of a data utility framework to support effective health data curation:

https://informatics.bmj.com/content/28/1/e100303?utm_source=twitter&utm_medium=social&utm_ter
m=hootsuite&utm_content=sme&utm_campaign=usage
255 See definition of FAIR data in the introduction to thisriwprogramme part.
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Conditions for the Call
Indicative budget(s$°
Topics Type Budgets Expected Indicative
of (EUR EU number
Action million) = contribution of

per project projects
(EUR expected
million)2®’ to be
funded

2024

Opening: 30 Mar 2023
Deadline(s): 19 Sep 2023 (First Stage), 11 Apr 2024 (Second Stage)

HORIZON-HLTH-2024TOOL-05-06-two- RIA 25.00 4.00t0 8.00 4
stage

Overall indicative budget 25.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.

Eligibility conditions The conditions are described in Gene
Annex B.

Financial and operational capacity and The criteria are described in General Anr

exclusion C.

Awardcriteria The criteria are described in General Anr
D.

Documents The documents are described in Genq
Annex E.

Procedure The procedure is described in Gene
Annex F.

256 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.
The DirectorGeneral responsible may delay the deadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

257 Nonetheless, this does not preclude submission and selection ofpasaraequesting different
amounts.
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Legal and financial sewp of the Grant The rules are described in GesleAnnex G.

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2024TOOL -05-06-two-stage: Innovative nonranimal human-based
tools and strategies for biomedical research

Specific conditions

Expected EU
contribution per
project

The Commission estimates that an EU contribution of between |
4.00 and 8.00 million would allow these outcomes to be addre
appropriately. Nonetheless, this does not preclude submissior
selection of a proposal requesting different amounts.

Indicativebudget

The total indicative budget for the topic is EUR 25.00 million.

Type of Action

Admissibility
conditions

Eligibility
conditions

Award criteria

Procedure

Research and Innovation Actions

The conditions are described in General Annex A. The follov
exceptions apply:

Applicants submitting groposal under the blind evaluation pilot (s
General Annex F) must not disclose their organisation na
acronyms, logos, nor names of personnel in Part B of their first |
application (see General Annex E).

The conditions aredescribed in General Annex B. The followil
exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity establishec
United States of America is eligible to receiveidh funding.

The Joint Research Centre (JRC) may participate as member |
consortium selected for funding.

The criteria are described in General Annex D. The follow
exceptions apply:

For the second stage, the thresholds for eaderiom will be 4
(Excellence), 4 (Impact) and 3 (Implementation). The cumulée
threshold will be 12.

The procedure is described in General Annex F. The folloy
exceptions apply:

This topic is part of the blind evaluation pilot under whiaistfistage
proposals will be evaluated blindly.
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Legal and financial The rules are described in General Annex G. The following excep
setup of the Grant apply:

Agreements Eligible costs will take the form of a lump sum as defined in
Decision of 7 July 2021 authorising the use of lump sum contribu
under the Horizon Europe Programinthe Framework Programme f
Research and Innovation (202027) 7 and in actions wther the
Research and Training Programme of the European Atomic El
Community (20212025).2%8

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing

to one or sever al e X pect e dtheifuhmotertial sf nesvtoolsj e st i n
technol ogies and digital solutions for a he
topic should aim for delivering results that are directed towards and contributing to several of

the following Expected Outcomes:

1 Researchers utilise tools and strategies that are more relevant to the human situation as
compared to the currently used animal models.

1 Fewer live animals are used in biomedical research.

1 Health technology developers will get access to improved huetawant tools or
strategies allowing for a faster pace of innovation.

1 Legislators and regulators will benefit from strengthened EU leadership tanioal
based biomedical research that is socially accepted and sustainable.

1 Healthcare providers and patienti#l Wwenefit from innovative tools or strategies opening
up novel biomedical concepts enabling improved disease prediction, prevention and
treatment.

Scope The proposal(s) should develop and/or use tools and strategies that address critical
areas of biomdical research where animalodels are currently used but are of limited
translational value for investigation and development of prevention and treatment. Such
advanced tools and strategies should aim at a better understanding of the pathogenesis of
disoders that feature a high impact on public health and exhibit a high rate of animal use or
severe animal suffering, and enable to develop biomedical concepts with increased
translational value, thereby ultimately leading to improved disease predictioanfioevand
treatment.

The proposals should address all of the following aspects:

258 This decisionis available on the Funding and Tenders Portal, in the reference dociseetits for
Hori zon Europe, under 6Si mplified costs de
https://ec.europa.eu/info/fundistgndersbdpportunities/docs/2022027/horizon/guidanceAs
decision_he_en.pdf
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1 The innovative tools and strategies should include a variety of technologies and
methodological approaches such iasmics and other higthroughput procedures,
humanderived ell-based material, organoids, migobysiological systems, and-in
silico models.

1 The newly proposed tools and strategies should demonstrably advance toé-thiate
art in specific areas of biomedical research.

1 Prospects and avenues for disseminatioowkedge sharing, uptake or translation into
health policies of the proposed tools and strategies within the EU should be provided.

1 Aspects such as harm and ebehefit assessment as well as ease of production with
respect to current practices should dsaonsidered.

1 Criteria for model qualification and standardisation should be developed Hustdiked
usecase contexts to demonstrate their translational values.

Proposals could consider the involvement of the European Commission's Joint Research
Certre (JRC) to provide addedilue regarding such aspects as supporting validation of
emerging approaches, promotion of research results, and the interfacing with the regulatory
community. In this respect, the JRC is open to collaborate with any succesginsa after

the selection process has been completed.

All projects funded under this topic are strongly encouraged to participate in networking and
joint activities. These networking and joint activities could, for example, involve the
participation in pint workshops, the exchange of knowledge, the development and adoption
of best practices, or joint communication activities. Therefore, proposals are expected to
include a budget for the attendance to regular joint meetings and may consider covering the
costs of any other potential joint activities without the prerequisite to detail concrete joint
activities at this stage. The details of these joint activities will be defined during the grant
agreement preparation phase. In this regard, the Commissiontakayon the role of
facilitator for networking and exchanges, including with relevant stakeholders.

This topic requires the effective contribution of social sciences and humanities (SSH)
disciplines and the involvement of SSH experts, institutions as agelihe inclusion of
relevant SSH expertise, in order to produce meaningful and significant effects enhancing the
societal impact of the related research activities.

Applicants invited to the second stage and envisaging to include clinical studies should
provide details of their clinical studies in the dedicated annex using the template provided in
the submission system. See definition of clinical studies in the introduction to this work
programme part.

Call - Tools and technologies for a healthy socie{ingle stage 2024)

HORIZON-HLTH -2024TOOL-11
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Conditions for the Call
Indicative budget(s}°
Topics Type  Budgets Expected EU  Indicative
of (EUR contribution per  number
Action  million) project (EUR of
] million)26° projects
2024 expected
to be
funded
Opening: 26 Oct 2023
Deadline(s): 11 Apr 2024
HORIZON-HLTH-2024TOOL-11-02 RIA 25.00 6.00 to 8.00 4
Overall indicative budget 25.00
General conditions relating to this call
Admissibility conditions The conditions are described in Gene
Annex A.
Eligibility conditions The conditions are described in Gene
Annex B.
Financial and operational capacity and The criteria are described in General Anr
exclusion C.
Award criteria The criteria are described in General Anr
D.
Documents The documentsare described in Gener
Annex E.
Procedure The procedure is described in Gene
Annex F.
Legal and financial setip of the Grant The rules are described in General Annex
259 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.
The DirectorGeneral responsible may deldaetdeadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

260 Nonetheless, this deenot preclude submission and selection of a proposal requesting different
amounts.
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Agreements

Proposals are invited against the following topic(s):

HORIZON -HLT H-2024TOOL -11-02: Bio-printing of living cells for regenerative

medicine

Specific conditions

Expected EU
contribution per
project

The Commission estimates that an EU contribution of between EUR
and 8.00 million would allow these outcomes to beddressec
appropriately. Nonetheless, this does not preclude submissior
selection of a proposal requesting different amounts.

Indicative budget

The total indicative budget for the topic is EUR 25.00 million.

Type of Action

Eligibility
conditions

Award criteria

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing
to one or sever al expected i mpacts of dest.i

Research and Innovation Aans

The conditions are described in General Annex B. The folloy
exceptions apply:

I n recognition of the opening
programmes to European researchers, any legal entity established
United States of America is eligible to receive Union funding.

The criteria are described in General Annex D. The following excep
apply:

The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
(Implementation). Theuwmulative threshold will be 12.

technologies and digital soluten f or a heal thy societyo.

topic should aim for delivering results that are directed towards and contributing to several of

the following expected Outcomes:

1 Biomedical scientists will access entire4pionting units for rgenerating human tissue.

1 Availability of largerscale bieprinted tissues for biomedical research purposes to both

industry and academia.

1 Healthcare professionals acquire information on the safe and effective use of advanced

therapies.

1 Healthcare providerdispose of tools enabling them to treat conditions of unmet medical

need.
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1 Individual patients will benefit from a personalised approach to their respective medical
condition thanks to the biprinted regenerative medicine solution.

Scope Regenerative edicine is a branch of translational research in tissue engineering and
molecular biology which deals with the "process of replacing, engineering or regenerating
human cells, tissues or organs to restore or establish normal functieptir®idg in generl

is considered an advanced manufacturing technique angriBiihng of nonviable
biomaterials to serve e.g. as scaffold for cell growth or as structure for medical devices is
already broadly used.

However, bieprinting technology involving living cells istill in early stages of development,

but has a huge potential for tissue engineering, drug testing and other biomedical applications.
Tissuespecific functional 3D bigrinting is a new approach for transplantation applications

in regenerative medicineglying on the fabrication of tissues and organs with respect to the
desired shape and functi on and-situlbiegrri ndteil nigvoe
known as printing cells and biomaterials directly onto or in a patient, or 4{priniting,

which introduces a Atimeo variable that al |l
function when external stimulus is applied, are recent developments facing multiple additional
challenges.

Despite some success of 3D 4pionting with thin tissue, thickissue and complex organs
remain a bottleneck because it is difficult to sufficiently mimic their metabolic needs, and the
scientific knowledge about their intimate architecture and interplay with other tissues are not
sufficiently elucidated. Next to tke limitations are a lack of standardised manufacturing
protocols and standardised bk formulations with tuneable properties, unstable cellular
behaviour, material biocompatibility and printability, etc. Taken together, 3fprimting is
confronted wih several challenges that currently hamper its taogde deployment.

To overcome these challenges, researchers should work in multidisciplinary teams with
engineers, biomedical scientists, cell biologists and medical doctors and proposals should
addressnost of the following activities:

71 Design the best biprinting strategy for at least one type of tissue thanks to a better
understanding of the interconnections of the different cell types inside the chosen tissue
or organ

1 Develop or improve existing eqment able to print bigonstructs with higher
resolution in a shorter time using various biomaterials and different cell types

1 Cover all steps of the biprinting suite, including cell collection, cell differentiation and
expansion, imaging, modelling,dink formulation, actual bigorinting, nutrient supply,
process monitoring and cedbnstruct delivery at target site

1 Scaleup the chosen biprinting technology to a GMonform manufacturing process

1 Combine different bigorinting technologies in ordeo tobtain fully functional synthetic
constructs of complex tissues or organs.
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Regulatory knowledge of the field is desired and should be documented through contacts with
relevant national or international European regulatory authorities.

The chosen medicalrea (tissue, organ, condition) should be duly justified. Sex differences at
the cellular level should be taken into consideration.

Preclinical stage and early clinical development are eligible. The involvement of SMEs is
encouraged.

Applicants envisagingo include clinical studies should provide details of their clinical
studies in the dedicated annex using the template provided in the submission system. See
definition of clinical studies in the introduction to this work programme part.
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Destination 6. Mantaining an innovative, sustainable and globally
competitive health industry

Calls for proposals under this destination are directed towards the Key Strategic Orientation
KSOA6Promoting an open strategic autordomy by
enabling and emerging techmnfol b@griiesgn sEwr op eo
Plan 20212024. Research and innovation supported under this destination should contribute
tothe impactarea A compet i t i v-c @am andym@adgtular ® the fallovang

expected impact, set out in the Strategic Plan for the health clasket) heal t h 1 ndu
innovative, sustainable and globally competitive thanks to improvedkeapof breakthrough
technologies and innovations, which makesEhewith its Member States more resilient and

less dependent from imports with regard to the access to and supply of critical health

t e ¢ h n o Inadglitioa, seSearch and innovation supported under this destination could also

contribute to the followingimpact areas:6 | ndustri al |l eader ship i
technol ogies t h&Hi gao rdku aloirt yp edoimhdét&ol o ds ehrevail ct €
andhighqual ity accessible health carebod

The health industry is a key driver for growth and has the cigp#o provide health
technologies to the benefit of patients and providers of health care services. The relevant
value chains involve a broad variety of key players from supply, demand and regulatory sides.
In addition, the path of innovation in healthlong and complex. The development of novel
health technologies is generally associated with uncertainties and market barriers due to
expensive and risky development (e.g. high attrition rate in pharmaceutical development),
high quality and security reqeiments (e.g. clinical performance, safety, data privacy and
cybersecurity) and market specificities (e.g. strong regulation, pricing and reimbursement
issues). In addition, the growing concern about environmental issues is putting more pressure
on this irdustry. Therefore, there is a need for research and innovation integrating various
stakeholders to facilitate market access of innovative health technologies (medical
technologies, pharmaceuticals, biotechnologies, digital health technologies).

In order toaddress these challenges, in particular green and digital transitions and proper
supply of health technologies and products, destination 6 will focus on research and
innovation activities that aim at:

1 Facilitating the production of pharmaceuticals in cbamze with the objectives of the
European Green Deal.

1 Developing methodologies, guidelines and standards, assessment studies, and structuring
activities adapted to digital solutions and interventions for GDPR compliant translation
into health care pracks including intetoperability, cybersecurity and data
confidentiality.

1 Supporting public authorities with better methodologies and interdisciplinary approaches
to assess and value new health technologies and interventions.
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In view of increasing the impga of EU investments under Horizon Europe, the European
Commission welcomes and supports cooperation betweefurltléd projects to enable
crossfertilisation and other synergies. This could range from networking to joint activities
such as the participatian joint workshops, the exchange of knowledge, the development and
adoption of best practices, or joint communication activities. Opportunities for potential
synergies exist between projects funded under the same topic but also between other projects
funded under another topic, cluster or pillar of Horizon Europe (but also with ongoing
projects funded under Horizon 2020). In particular, this could involve projects related to
European health research infrastructures (under pillar 1 of Horizon Europ&)Ghstrategic
challenges on health and EKIC Health (under pillar Il of Horizon Europe), or in areas
cutting across the health and other clusters (under pillar 11 of Horizon Europe). For instance,
with cluster 4 nADigital ,industmadresearch gnd ianowhtiorS p a c e
infrastructures (pilot plants, testing and simulation facilities, open innovation hubs); additive
manufacturing and other production technologies (incl. bio manufacturing); safe, smart and
sustainable materials.

Expectedmpacts:

Proposals for topics under this destination should set out a credible pathway to contributing to
maintaining an innovative, sustainable and globally competitive health industry, and more
specifically to one or several of the following expectegants:

1 Health industry in the EU is more competitive and sustainable, assuring European
leadership in breakthrough health technologies and open strategic autonomy in essential
medical supplies and digital technologies, contributing to job creation an@memon
growth, in particular with smalbnd mediurrsized enterprises (SMES).

1 Health industry is working more efficiently along the value chain from the identification
of needs to the scalgp and takeaip of solutions at national, regional or local level,
including through early engagement with patients, health care providers, health
authorities and regulators ensuring suitability and acceptance of solutions.

1 European standards, including for operations involving health data, ensure patient safety
and qualityof healthcare services as well as effectiveness and interoperability of health
innovation and productivity of innovators.

7 Citizens, health care providers and health systems benefit from a swift uptake of
innovative health technologies and services offesignificant improvements in health
outcomes, while health industry in the EU benefits from decreaseddimarket.

1 Health security in the EU benefits from reliable access to key manufacturing capacity,
including timely provision of essential medicalpglies of particularly complex or
critical supply and distribution chains, such as regards vaccines or medical radioisotopes.

The following call(s) in this work programme contribute to this destination:
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Call Budgets (EUR million) Deadline(s)
2023 2024
HORIZON-HLTH-2023IND-06 56.00 13 Apr 2023
HORIZON-HLTH-2024IND-06 12.00 11 Apr 2024
Overall indicative budget 56.00 12.00
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Call - A competitive health-related industry (Single stage 2023)

HORIZON-HLTH -2023IND -06
Conditions for the Call

Indicative budget(g$*

Topics Type  Budgets Expected EU Indicative
of (EUR contribution per number
Action  million) project (EUR of
million)262 projects
2023 expected
to be
funded

Opening: 12 Jan 2023
Deadline(s): 13 Apr 2023

HORIZON-HLTH-2023IND-06-01 CSA  5.00%% Around 5.00 1
HORIZON-HLTH-2023IND-06-02 RIA  8.00%% 3.00 to 5.00 2
HORIZON-HLTH-2023IND-06-04 RIA  25.00%°  4.00 to 6.00 5
HORIZON-HLTH-2023IND-06-05 CSA  3.00%%° Around 3.00 1
HORIZON-HLTH-2023IND-06-07 RIA  15.00%7  7.00 to 8.00 2
Overallindicative budget 56.00

General conditions relating to this call

Admissibility conditions The conditions are described in Gene
Annex A.
261 The DirectorGeneral responsible for the call may decide to open the call up to one month prior to or

after the envisaged date(s) of opening.
The DirectorGeneral respotitsle may delay the deadline(s) by up to two months.
All deadlines are at 17.00.00 Brussels local time.
The budget amounts are subject to the availability of the appropriations provided for in the general
budget of the Union for years 2023 and 2024.

262 Nonetheless, this does not preclude submission and selection of a proposal requesting different
amounts.

263 Of which EUR 2.50 million from the 'NGEU' Fund Source.

264 Of which EUR 4.00 million from the 'NGEU' Fund Source.

265 Of which EUR 14.00 million from thiNGEU' Fund Source.

266 Of which EUR 1.50 million from the 'NGEU' Fund Source.

267 Of which EUR 8.00 million from the '"NGEU' Fund Source.
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Eligibility conditions The conditions are described in Gene
Annex B.
Financial and operational capacignd The criteria are described in General Anr
exclusion C.

Award criteria

The criteria are described in General Anr

D.

Documents The documents are described in Gent
Annex E.

Procedure The procedure is described in Gene
Annex F.

Legal and finacial setup of the Grant The rules are described in General Annex

Agreements

Proposals are invited against the following topic(s):

HORIZON -HLTH -2023IND-06-01: Supporting the uptake of innovative Health
Technology Assessment (HTA) methodology anatvancing HTA expertise across EU

Specific conditions

Expected EU
contribution per
project

Indicative budget

Type of Action

The Commission estimates that an EU contribution of around EUR
million would allow these outcomes to be addressed appropric
Nonetheless, this does not gele submission and selection of
proposal requesting different amounts.

The total indicative budget for the topic is EUR 5.00 million.

Coordination and Support Actions

Eligibility
conditions

The conditions aredescribed in General Annex B. The followil
exceptions apply:

I n recognition of the opening
programmes to European researchers, legal entities established
United States of America may exceptionally partitgpas a benefician
or affiliated entity, and are eligible to receive Union funding.

Coordinators of projects must be legal entities established in ar
Member State or Associated Country.

Award criteria

The criteria are described in General Annex D. fidlewing exceptions
apply:
The thresholds for each criterion will be 4 (Excellence), 4 (Impact) a
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[
(Implementation). The cumulative threshold will be 12.

Expected OutcomeThis topic aims at supporting activities that are enabling or contributing
toone or sever al expected i mpacts of destina
and globally competitive health industryo. T
to deliver results that are directed, tailored towards and contribiatiadl of the following

expected outcomes:

1 Identification of the most innovative HTA methods developed byflided projects,
which respond to the needs of HTA bodies and are ready to be usedlife regitings.
Endorsement by HTA bodies of such innavatmethods would allow for advancing
HTA methodology and improve evidenbased decision making, and patient access to
novel health technologies

1 Dissemination among EU HTA bodies of robust innovative HTA methods and tools
developed by EHunded projects.

1 Harmonisation of HTA expertise across EU though the development of a training
programme developed in collaboration with academia. The training should address HTA
expertise in general, as wells as expertise in joint HTA to be carried out at EU level in
accadance with Regulation (EU) 2021/2282, based on the methodological guidelines
elaborated by the Coordination Group on HTA.

1 Contribution to a successful implementation of the HTA Regulation as well as to
building an EU methodological HTA framework fit fougpose and fit for the future.

Scope HTA bodies have the responsibility to assess the added value of new health
technologies and advise on its reimbursement and use within a healthcare system. Due to the
rapid pace at which technology advance and inrotdesupport decision making in an
appropriate manner, HTA experts have to adapt/revise regularly their methodology. Whilst
EU-funded projects in the field of HTA have addressed some of the research needs of the
HTA bodies (e.g. methods of analysis, useredlworld data, use of patient reported
outcomes), translation of their results/recommendations into HTA work remains limited.

Advancing HTA methodology and expertise could benefit from a more systematic dialogue
between HTA bodies and academia. Thersfahis action could represent an excellent
opportunity for both those generating and those using the evidence to come together and
discuss the key HTA methodological issues.

Under the newly adopted Regulation (EU) 2021/2282, the Coordination Group orwlTA
have to adopt methodological guidelines for joint HTA work (e.g. joint clinical assessments,
joint scientific consultation), to regularly review, and where necessary update them. The
project could provide input to issues identified by the CoordinaBoyup as important for
future updates/revisions of HTA methodology for joint HTA work.
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