All information regarding future IHI Call topics is indicative and subject to change. Final
information about future IHI Calls will be communicated after approval by the IHI Governing
Board.

Topic 1 : A city-based approach to reducing cardiovascular
mortality in Europe

Expected outcomes

The action under this topic must contribute to all the following outcomes:

e patients and citizens will benefit from better preventive measures, earlier d
diagnosis, better outcomes for disease management, and access to innovati
treatments for cardiovascular disease (CVD), as needed,;

medical devices and the value of CVD prev
area is expected to have a population of at |
OECD-EC (Organisation for Eco
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in its urban centre, in line with the
eration and Development — European

e researchers, including ind
models and findings that will help fu
and beyond.

keholers, and clinical investigators will benefit from
programme implementation in other cities in Europe

Scope

Cardiovascular dise D), world's leading cause of mortality, are responsible for over 18
million deaths ag a staggering cost of EUR 282 billion in 2021 [1]. The CVD risk has been
acknowledge s SUStainable Development Goal (SDG) 3.4 which aims to reduce heart disease
rates by [ 0302. Trends in the EU27 and the UK from 1961 to 2018 show a decline in the

en spaces and stressful lifestyles. The trend towards urbanisation often leads to
ealthcare disparities and worsening of CVD outcomes especially among underserved and
disadvantaged communities. Thus, an improvement of the management of CVD in cities would be of
significant benefit for the great majority of the European citizens living in an urban context.

The focus of this topic is on identifying and creating scalable models, interventions, and practices to
enhance the overall efficiency and effectiveness of CVD management based on existing (e.qg.

1 OECD-EC, “Cities in Europe: The new OECD-EC definition.” January 2012.
2 European Commission, “Urbanisation in Europe.” last updated July 2020.

3 WHO, “Noncommunicable diseases (who.int).” September 2023.

4 https://data.worldbank.org/



https://ec.europa.eu/regional_policy/sources/focus/2012_01_city.pdf
https://knowledge4policy.ec.europa.eu/foresight/topic/continuing-urbanisation/urbanisation-europe_en
https://knowledge4policy.ec.europa.eu/foresight/topic/continuing-urbanisation/urbanisation-europe_en
https://www.who.int/news-room/fact-sheets/detail/noncommunicable-diseases#:~:text=NCDs%20threaten%20progress%20towards%20the,is%20closely%20linked%20with%20NCDs.
https://data.worldbank.org/

Cardio4Cities) [2] or new pilots in up to 5 cities, to build evidence for replication across Europe in
different socio-economic conditions. These pilots should propose a good coverage of different locations
and contexts in Europe and deliver scalable solutions that can be applied to other cities.

The action funded under this topic will consider primary and secondary prevention strategies, early
detection, timely diagnosis and treatment (healthcare delivery), lifestyle changes (personal
responsibility), and living environment (community responsibility).

Against this objective, the future action is expected to deliver:

predictive models (developed and validated) that integrate various data sources — including
electronic health records, environmental data, and lifestyle factors — to forecast cardiovascular
risk at the individual and population levels in urban settings;

models and/or good practices (including governance structure, funding/financi dels, etc.)
and roadmaps on cost-effective approaches to improve cardiovasdular ( health
management that can be replicated across Europe;

recommendations for updating European guidelines and stand on C agement
(including primary and secondary prevention, and treatment);

a stronger definition and improved selection of performancgfindica on mortality, patient
outcomes and economic impact of interventions;

harmonised data standards for measurement of pefformance and@mpact (including PROMSsS,
PREMs®, patient preference, clinical outcomgfassessments etc.). An easy-to-use digital
platform (ideally based on existing solution interoperability) and high-quality data
that enable a data-driven approach to CVD ris
to facilitate comparison across cities;

new solutions: digital and teleh tection and monitoring of CVD patients,

corporating wearables and apps to continuously

recommendation ing patient use of and access to technology and digital
interventions (tel @arables, clinical mobile apps...); targeted prevention strategies,
tions, and public health policies to mitigate these risks;

ations on improving living conditions to support the goal of decreasing impact of
iovascular diseases.

To addresg this challenge, the action funded under this topic should:

select up to five cities to serve as pilot use cases. These cities should be representative of the
European context (in particular in relation to size and population) to allow broader
implementation across regions/countries, different cultural and/or economic distributions,
considering different health care structures (private/public) in different countries. Indicatively,

5 PROM: Patient Reported Outcome Measurements

6 PREM: Patient Reported Experience Measurements


https://www.novartisfoundation.org/transforming-population-health/cardio4cities

each pilot city (or another urban administrative entity) is expected to have a population of at
least 50 000 in its urban centre, in line with the OECD-EC definition of a city;

e conduct a gap analysis of existing cardiovascular disease screening and diagnostics, clinical
pathways and public health policies to guide the development of scalable models and best
practices to fill these gaps, also considering broader European application (for example, set
targets, define actions, strengthen enablers). In this analysis, due attention should be given to
high-stress lifestyles (nutrition, physical activity) and socio-economic disparities. The identified
solutions for improvement should be based on data-driven insights to identify multi-sectorial
interventions that improve the management of CVD risk factors (such as hypertension,
diabetes, low-density lipoprotein cholesterol) and prevent these risks from dev ing. They

performance indicators including harmonisation is key to set a ba
improvements can be made. Applicants are expected to consider all applic

providers, health technology developers among others) should
co-creation process to ensure future buy-in and implement

¢ collaborate with patients and citizens to develop strategi€€ an idance¥for effective CV health

awareness campaigns;

o collaborate with healthcare professionals to revig an apt guidance on CVD prevention and
management, identifying opportunities to and optimise healthcare workforce
resources and engagement;

rfmechanisms for deployment of the models

e set up sustainable platforms and o
i nd a S regions);

s to complement healthcare systems funding for managing
bonds, insurance, crowdsourcing, etc.) which could be used to

d newly created sources of multimodal data (contemplating opportunities
DS)¥or decision making and management of CVD (collecting, connecting,

eploy communication and awareness-raising campaigns, including training and
ilding for health workers to effectively address various population groups affected

Applicants should consider synergies with relevant initiatives at national level and with other
European health initiatives such as the European Innovation Partnership on Active and Healthy
Ageing’, Reference Site Collaboration Network® Urban Health Cluster®, the Cities and Cancer
Missions?® and the Joint Action on Cardiovascular Diseases and Diabetes (JACARDI) funded by the

7 European Commission, “The European Innovation Partnership on Active and Healthy Ageing (EIP on AHA).” Accessed March
2024.

8 Reference Site Collaboration Network, “Home - RSCN.” Accessed March 2024.

9 Urban Health Cluster, “Urban Health Cluster | The first European Cluster to improve and safequard health and well-being of
citizens, leaving none behind.” Accessed March 2024.

10 European Commission, “EU Missions in Horizon Europe.” Accessed May 2024.



https://digital-strategy.ec.europa.eu/en/policies/eip-aha
https://www.rscn.eu/
https://www.urban-health.eu/
https://www.urban-health.eu/
https://research-and-innovation.ec.europa.eu/funding/funding-opportunities/funding-programmes-and-open-calls/horizon-europe/eu-missions-horizon-europe_en

EU4Health programme, to maximise the potential for creating models that can be applied in various
urban settings to improve cardiovascular health. This collaborative approach underscores the
potential for cross-applicability of health solutions in addressing chronic diseases.

The action should also consider learnings and synergies with other IMI and IHI initiatives such as H20,
EHDEN, BigData@Heart, iCARE4CVD, among others.

Applicants are expected to consider the potential regulatory impact of the results and — as relevant —
develop a regulatory strategy and interaction plan for generating appropriate evidence as well as
engaging with regulators in a timely manner (e.g. national competent authorities, EMA Innovation Task
Force, qualification advice).

Expected impacts

The action under this topic is expected to achieve all the following impacts and contrib e following
EU policies/initiatives:

e decrease the CVD burden in European cities by the reduction of C disability, and
mortality;

e enable future clinical pathways leading to improved patient outc

solutions;

e strengthen the definition, standardisation and
mortality, patient outcomes and economic i

rain of CVD, amounting to €282 billion
ising spending for maximum efficiency and

incorporate improved diagnostic methods to
CVD, to reduce premature CVD deaths and support

enhance early detection
preventive healthcare me

policy on Active and Healthy Aging , and to the implementation of
ommission’s proposal for the European Health Data Space (EHDS) by
ata that are aligned with the EHDS requirements;

system for continual impact assessment and provide early evidence on the
effectiveness of the applied recommendations.
are in alignment with specific objectives 3 and 2 of IHI JU?,

Why the expected outcomes can only be achieved by an IHI JU action

This action requires collaboration among multiple public and private sectors and stakeholders due to
the multifaceted nature of urban CVD challenges. Economic viability is also a key consideration and will
require multiple parties to come together for economy of scale. To achieve economic viability, actors
must work together collaboratively in a consortium and not in a fragmented manner, for solutions to be
adoptable by, and beneficial for, European health systems.

11 hitps://www.ihi.europa.eu/sites/default/files/fimngr/IHI_Strategic Research and Innovation Agenda 3.pdf



https://www.ihi.europa.eu/sites/default/files/flmngr/IHI_Strategic_Research_and_Innovation_Agenda_3.pdf

Pharmaceutical companies, biotech firms, medical device manufacturers, and health ICT sectors must
join forces and collaborate to create an integrated approach to CVD management. Collaboration
between private (industry) and public partners (city management, academia, healthcare practitioners,
community, patients, payers) is key to ensure that the developed solutions are comprehensive,
evidence-based, and aligned with public health needs and future expectations.

The public-private partnership model ensures that industry innovations are effectively translated into
practical health solutions, considering regulatory standards and real-world applicability.

Pre-identified industry consortium

The pre-identified industry consortium that will contribute to this cross-sectoral IHI J
composed of the following pharmaceutical and medical technology industry beneficiari
or affiliated entities of private members’): ‘

project is
‘constituent

e Daiichi Sankyo
e Huawei

e Menarini

e Novartis (Lead)
e Novo Nordisk

e Servier

e Siemens Healthineers

In the spirit of partnership, and to reflect ho Ju Mall topics are built upon identified
scientific priorities agreed together with a n ro ing industry beneficiaries (i.e. beneficiaries
who are constituent or affiliated entitie a priate member of IHI JU), it is envisaged that IHI JU
proposals and actions may allocate ing roleNwithin the consortium to an industry beneficiary.
Within an applicant consortium discussing thejfull proposal to be submitted for stage 2, it is expected
that one of the industry benefic ay beCome the project leader. Therefore, to facilitate the
formation of the final con jum, i
encouraged to discuss thig" weightin@hof responsibilities and priorities with regard to such leadership
roles. Until the role ig for eXecution of the Grant Agreement, one of the proposing industry
beneficiaries shall as acilitate an efficient drafting and negotiation of project content and

financial contribution from the IHI JU is up to EUR 15 750 000.

indicative in-kind contribution from industry beneficiaries is EUR 15 750 000.

Due to the global nature of the participating industry partners, it is anticipated that some elements of
the contributions will be in-kind contributions to operational activities (IKOP) from those countries that
are neither part of the EU nor associated to the Horizon Europe programme.

The indicative in-kind contribution from industry beneficiaries may include in-kind contributions to
additional activities (IKAA).

Indicative duration of the action

The indicative duration of the action is 72 months.



This duration is indicative only. At the second stage, the consortium selected at the first stage and the
predefined industry consortium may jointly agree on a different duration when submitting the full
proposal.

Contribution of the pre-identified industry consortium

The pre-identified industry consortium expects to contribute to the IHI JU project by providing the
following expertise and assets:

e ongoing pilots (including models, management, or coordination platforms)

data from prospective observational studies

e necessary health interventions: medical devices (e.g. wearables), diagnostics,

e support to the organisations of meetings, workshops, conferences a
coordination and dissemination platform (including IT systems where appro

e expertise in the field of R&D in relevant science fields, clinical develo ical and
regulatory affairs, medical education, health economics, data m ement, munication.

Applicant consortium

The first stage applicant consortium is expected, in the short propo
expected outcomes of the topic, considering the expecte ntribution fro
consortium.

to address the scope and
the pre-identified industry

This may require mobilising the following expertise in:

e clinical practice in CVD in both prim

an

clinical investigators/researche CVvD

e health economics and outcomes
e economic modelling and ialtools

e data and knowle nagement

e artificial Intellj eQ

e communi t& €ess raising campaigns
o ganisations

oje anagement

and remote patient management
h impact of living conditions/urbanism.

Key res es might include: data, data platforms, diagnostic and monitoring tools, education and
training infrastructure, communication platforms (including social media and other).

Key stakeholders to be involved include (but are not limited to): public health and research institutions,
learned societies, hospitals, health providers, health systems managers, medical associations, patient
organisations, community leaders. Connectivity with competent authorities responsible for planning and
deployment of programmes targeted by the action is a must (in an advisory role or as participants in the
action).

At the second stage, the consortium selected at the first stage and the predefined industry consortium
will form the full consortium. The full consortium will develop the full proposal in partnership, including



the overall structure of the work plan and the work packages, based upon the short proposal selected
at the first stage.

Dissemination and exploitation obligations

The

specific obligations described in the conditions of the calls and call management rules under

‘Specific conditions on availability, accessibility and affordability’ do not apply.
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o»
Acronym Meaning
CvD Cardiovascular Disease
EHDS European Health Data Spac
EC European Commission
EU European Union
FAIR EU Fostering Awargmgss Inclusi nd Recognition
IHI JU Innovative Healt "WA oint Undertaking



https://journals.plos.org/globalpublichealth/article?id=10.1371/journal.pgph.0001480
https://journals.plos.org/globalpublichealth/article?id=10.1371/journal.pgph.0001480
https://pubmed.ncbi.nlm.nih.gov/37632363/
https://pubmed.ncbi.nlm.nih.gov/37632363/

