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Introduction
Challenges

Europe is facing four main healthcare challenges: (i) the rising and potentially unsustainable
health and care costs, mainly due to the increasing prevalence of chronic diseases, to an
ageing population requiring more diversified care and to increasing societal demands; (ii) the
influence on health of external environmental factors including climate change; (iii) the risk to
lose our ability to protect the populations against the threats of infectious diseases; (iv) health
inequalities and access to health and care. Europe must invest in research, technology and
innovation to develop smart, scalable and sustainable solutions that will overcome those
challenges. Europe must work with other global actors and must grasp every opportunity for
leadership.

Objectives and policy drivers

Building on the principle of openness — open science, open innovation and open to the world
the societal challenge 1 on 'health, demographic change and well-being' (SC1) aims to deliver
solutions for a better health for all by:

e Moving towards the effective integration of personalised medicine approaches into
healthcare services and systems to the benefit of patients and citizens;

¢ Fighting infectious diseases and the growing threat of antimicrobial resistance;

e Addressing the needs of the most vulnerable groups and the global increase of chronic
diseases;

e Decoding the role of environment — including climate change and air quality — on health
and developing mitigating measures;

e Exploring the digital potential for health innovation and healthcare, including the
building of a 'European health research and innovation cloud’;

e Stimulating innovation in the European healthcare domain and industry by exploring the
application of advanced technologies, improve the health of the workforce and promote
regulatory science.

These objectives implement the EU's commitment at international level and at EU level in
particular the 2030 Agenda for Sustainable Development and its Sustainable Development
Goals, the new European Consensus on Development “Our World, Our Dignity, our Future”,
the COP21! and the goals of the Ostrava Declaration on Environment and Health, the Digital
Single Market (and its relevance for the digital transformation of health and care), the new
European One Health Action Plan against Antimicrobial Resistance, the cross-border

! 21st annual Conference of the Parties (COP) in Paris from November 30th to December 11th 2015 of
The United Nations Framework Convention on Climate Change (UNFCCC)
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healthcare directive (and its support to the European Reference Networks), the Commission
Communication on upgrading the single market (and its proposed health technology
assessments initiative), and the Council Conclusions on Personalised Medicine and on
Pharmaceuticals

This Work Programme implements several overall recommendations expressed in the
Horizon 2020 interim evaluation, such as enhancing societal involvement and societal
impact. It also implements specific measures identified in the SC1 thematic assessment of the
interim evaluation of Horizon 2020, such as applying further simplification processes with the
pilot topic on lump sum cost reimbursement, and increasing the support for international co-
operation.

Expected impacts

The expected impacts of this work programme are described at the level of the calls and at the
level of the call priorities further below.

Research synergies

Project proposers should consider and actively seek synergies with, and where appropriate
possibilities for further funding from, other relevant EU, national or regional research and
innovation programmes (including ERDF/ESF+ or the Instrument for Pre-accession
Assistance [IPA 11]), private funds or financial instruments (including EFSI).

Examples of synergies are actions that build the research and innovation capacities of actors;
mutually supportive funding from different Union instruments to achieve greater impact and
efficiency; national/regional authorities actions that capitalise on on-going or completed
Horizon 2020 actions aimed at market up-take/commercialisation.

In order to explore options for synergies, project proposers could seek contact with
national/regional managing authorities and the authorities who developed the Research and
Innovation Smart Specialisation Strategies (RIS3)2. For this purpose the 'Guide on Enabling
synergies between ESIF, H2020 and other research and innovation related Union
programmes’® may be useful. Horizon 2020 project proposals should outline the scope for
synergies and/or additional funding, in particular where this makes the projects more
ambitious or increases their impact and expected results. Please note, however, that while the
increase in the impact may lead to a higher score in the evaluation of the proposal, the
reference to such additional or follow-up funding will not influence it automatically.

Social sciences and humanities research is incorporated, and sex differences and gender
aspects are addressed where relevant. SC1 integrates the principle of responsible research
and innovation, including ethics, in all its activities.

International cooperation is encouraged all through the work programme, in line with the
strategy for EU international cooperation in research and innovation (COM(2012)497).

2 http://s3platform.jrc.ec.europa.eu/map
3 http://ec.europa.eu/regional policy/sources/docgener/quides/synergy/synergies_en.pdf

Part 8 - Page 8 of 204


http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A32011L0024
http://https/ec.europa.eu/transparency/regdoc/rep/1/2015/EN/1-2015-550-EN-F1-1.PDF
http://https/ec.europa.eu/transparency/regdoc/rep/1/2015/EN/1-2015-550-EN-F1-1.PDF
http://data.consilium.europa.eu/doc/document/ST-15054-2015-INIT/en/pdf
http://www.consilium.europa.eu/en/press/press-releases/2016/06/17-epsco-conclusions-balance-pharmaceutical-system/
http://www.consilium.europa.eu/en/press/press-releases/2016/06/17-epsco-conclusions-balance-pharmaceutical-system/
http://s3platform.jrc.ec.europa.eu/map
http://ec.europa.eu/regional_policy/sources/docgener/guides/synergy/synergies_en.pdf

Horizon 2020 - Work Programme 2018-2020
Health, demographic change and wellbeing

In line with promoting 'Open Science', grant beneficiaries in this work programme will
engage in research data sharing by default, as stipulated under Article 29.3 of the Horizon
2020 Model Grant Agreement (including the preparation of a data management plan), and in
particular FAIR* (findable, accessible, interoperable and reusable) data sharing. Participants
may however opt out of these arrangements, both before and after the signature of the grant
agreement. More information can be found under general annex L of the work programme.

In the context of a public health emergency grant beneficiaries will be subject to additional
requirements with respect to timely sharing of data.

For clinical studies, the 'Open Science' approach requires (i) the registration of the study prior
to the enrolment of the first patient in a registry which is part of the WHO Registry Network®,
and (ii) in line with the WHO 'Joint statement on public disclosure of results from clinical
trials'® the disclosure of the study results by posting on the results section of the registry and
through journal publication within 12 months from primary study completion.

The use of European health research infrastructures (including e-infrastructures) is also
encouraged when appropriate, e.g. research infrastructures established as a European
Research Infrastructure Consortium (ERIC) or identified on the roadmap of the European
Strategy Forum on Research Infrastructures (ESFRI). Projects submitting a data management
plan are invited to identify the existing European research data infrastructures that may be
used and how these may be mobilised, in particular for long-term data curation and
preservation.

The programme should allow for further building of clinical research infrastructure and
evidence with regard to efficient and validated models of organisation of complex networks
such as European Reference Networks of healthcare providers established by Article 12 of
Directive 2011/24/EU’.

Actions included in this work programme may also gain more impact and scope by
envisaging synergies with the European Structural and Investment Funds (ESIF) in health
and related fields®. It is therefore recommended, where relevant, to seek concrete synergies
with ESIF in smart specialisation priorities within the EU regions.

Finally, SC1 also builds strong links and synergies with Joint Programming Initiatives (JPIs),
with activities undertaken by the Innovative Medicines Initiative 2° (IM12), the European and

https://www.force11.org/group/fairgroup/fairprinciples

http://www.who.int/ictrp/network/en/

http://www.who.int/ictrp/results/jointstatement/en/

http://ec.europa.eu/health/ern/policy/index_en.htm

In order to provide support for promoting synergies, the European Commission has produced guidance
to the relevant authorities through a Staff Working Document (SWD (2014)205 final) and annexes
which contains explanations on the basic rules and principles for obtaining synergies and combining the
different funds, and which contains recommendations to the relevant actors as well as to the European
Commission on how to facilitate synergies:
https://ec.europa.eu/research/regions/index.cfm?pg=synergies
https://ec.europa.eu/research/regions/pdf/publications/h2020_synergies_201406.pdf#view=fit&pagemo
de=none)

9 http://www.imi.europa.eu/content/imi-2

0 N o 0 b
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Developing Countries Clinical Trials Partnership 2'° (EDCTP2) and the Active and Assisted
Living Joint Programme 2! (AAL2). Topics in this work programme also respond to the
priorities of the European Innovation Partnership on Active and Healthy Ageing!? (EIP-
AHA).

Contribution to focus area(s)
Focus Area 'Boosting the effectiveness of the Security Union' (SU): EUR 36.00 million

Focus Area 'Digitising and transforming European industry and services' (DT): EUR 130.00
million

10 http://www.edctp.org/
n http://www.aal-europe.eu/why-another-aal-programme/
12 http://ec.europa.eu/research/innovation-union/index_en.cfm?section=active-healthy-ageing
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Call - Better Health and care, economic growth and sustainable health
systems

H2020-SC1-BHC-2018-2020

This call will aim at reconciling better health and healthy ageing with the need to develop
sustainable health and care systems and growth opportunities for the health and care related
industries. The scope of the call may range from prevention, diagnosis, stratified approaches,
predictive toxicology, the development of novel and repurposed therapeutic approaches,
including medical technologies and advanced therapies, cohorts and registries-based
research, to integration of care and systemic digital solutions for health and ageing well. It
aims to translate new knowledge into innovative applications and accelerate large-scale
uptake and deployment in different health and care settings, making health and care systems
and services more accessible, responsive and efficient in Europe and beyond. To this end, the
inclusion of private companies and other innovators in the projects is encouraged.

Research areas to be addressed under this priority will implement and provide the evidence
base for global and EU policies mentioned as 'policy drivers in the Introduction’.

This call will be implemented through six main priorities:
1. Personalised medicine
2. Innovative health and care industry
3. Infectious diseases and improving global health
4. Innovative health and care systems - Integration of care

5. Decoding the role of the environment, including climate change, for health and well-
being

6. Supporting the digital transformation of health and care
1.1 Personalised medicine

This priority will aim at delivering personalised health and care solutions to benefit citizens.
It will generate and translate knowledge on disease aetiology and technological innovation
into personalised health and care solutions. Areas of application include chronic, rare and
communicable diseases. This priority targets any type of population, including children, the
ageing population and high-risk groups. Relevant links with the European Reference
Networks will be sought. Research under this priority will also attempt to develop an
understanding of the economic impact and the potential of personalised medicine to
transform health systems. Key Public-public Partnerships will support joint efforts to address
neurodegenerative diseases, cancer research and brain-related diseases.
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The expected key impact of this priority is improved health outcomes for the citizens.
Additional impacts are to: (i) establish Europe as a global leader in personalised medicine
research; (i) support the personalised medicine science base through a coordinated
approach to research; (iii) provide evidence to policy makers of the benefit of personalised
medicine to citizens and healthcare systems. The International Consortium on Personalised
Medicine will be instrumental to achieve these aims.

Proposals are invited against the following topic(s):

SC1-BHC-01-2019: Understanding causative mechanisms in co- and multimorbidities
combining mental and non-mental disorders

Specific Challenge: The increasing number of individuals with co-and multimorbidities poses
an urgent need to improve management of patients with multiple co-existing diseases. A
better understanding of their causative mechanisms is needed to develop early diagnosis,
efficient prevention and monitoring, and better treatments adapted to co- and multimorbid
patients throughout their life course. Furthermore, there are many different etiological models
of comorbid conditions (e.g., direct causation model or a consequence of treatment). In this
context, capturing and measuring patient's complexity in the context of co- and
multimorbidities is crucial for adequate management of these conditions and requires
innovative approaches.

Scope: Proposals should identify and validate causative mechanisms (e.g. molecular, genetic,
correlative, drug-drug interaction) of co- and multimorbidities combining mental*® and any
non-mental disorders through the integration of basic, pre-clinical and/or clinical research®®.
Applicants should prove the relevance of the identified mechanisms for co-morbid
development. Where pertinent, development of biomarkers and other technologies for
diagnosis and monitoring of comorbid conditions in patients is encouraged. A purposeful
exploitation of existing data, biobanks, registries and cohorts is expected®®, but does not
exclude generation of new data. Sex and gender aspects, age, socio-economic, lifestyle and
behavioural factors and any other non-health related individual attributes should be taken into
consideration. SME participation is strongly encouraged.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 4 and 6 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected Impact:

o New directions for clinical research to improve prevention, diagnosis, prognosis, therapy
development, and management of co- and multimorbidities.

13 For the classification of mental disorders please refer to “Mental and behavioural disorders (FOO-F99)

of WHO's International Statistical Classification of Diseases and Related Health Problems 10th
Revision (ICD-10)": http://apps.who.int/