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Introduction

Challenges

Europe is facing four main healthcare challenges: (i) the rising and potentially unsustainabl
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 tfirclaange; (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, scalaband 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 opennegpen science, open innovatiand open to the world
the societal challenge 1 on 'health, demographic change anteirgll (SC1) aims to deliver
solutions for a better health for all by:

1 Moving towards the effective integration of personalised medicine approaches into
healthcareservices and systems to the benefit of patients and citizens;

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

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

1 Decoding the rolef environmeni including climate change and air qualitypn health
and developing mitigating measures;

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

{1 Stmulating 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 internatiemal and at EU level in

particular the2030 Agenda for Sustainable Development and its Sustainable Development
Goals the new European CownrseWasrulsd,onOWrevR2il grpimtey
the COP21 and the goals ahe Ostraa Declaration on Environment and Healite Digital

Single Market(and its relevance for the digital transformation of health and care), the new
European One Health Action Plan against Antimicrobial Resistatie crossborder

L 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 directivéand its support to the European Reference Networks)Cdmemission
Communication on upgrading the single marKahd its proposed health technology
assasments initiative), and th€ouncil Conclusions on Personalised Mediciawed 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 implementspecific 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 witkyhanel appropriate
possibilities for further funding from, other relevant EU, national or regional research and
innovation programmes (including ERDF/ESF+ or the Instrument fora&session
Assistance [IPA 11]), private funds or financial instrumentsi(idog 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 thapitalise on orgoing or completed
Horizon 2020 actions aimed at markettage/commercialisation.

In order to explore options for synergies, project proposers could seek contact with
national/regional managing authorities and the authorities who develbpdgesearch and
Innovation Smart Specialisation Strategies (RISByr this purpose the 'Guide on Enabling
synergies between ESIF, H2020 and other research and innovation related Union
pr ogr &mayéde dseful. Horizon 2020 project proposals shouttineuthe 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 enetraluation of the proposal, the
reference to such additional or folleyp funding will not influence it automatically.

Social sciences and humanitieesearch is incorporated, and sex differences and gender
aspects are addressed where relevant. SClratésgtheprinciple of responsible research
and innovation includingethics in all its activities.

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

http://s3platform.jrc.ec.europa.eu/map
3 http://ec.europa.eu/regional policy/sources/docgeneiéglsynergy/synergies_en.pdf
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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 preparabf 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 informationéde 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' approachuiegs (i) the registration of the study prior

to the enrolment of the first patient in a registry which is part of the WHO Registry Nétwork
and (ii) in line with the WHO 'Joint statement on public disclosure of results from clinical
trials® the discloste 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 ofEuropean health research infrastructure@including einfrastructures) is also
encouraged ten 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 ae invited to identify the existing European research data infrastructures that may be
used and how these may be mobilised, in particular for-temg data curation and
preservation.

The programme should allow for further building of clinical researchastifucture and
evidence with regard to efficient and validated models of organisation of complex networks
such asEuropean Reference Networksf healthcare providers established by Article 12 of
Directive 2011/24/EU

Actions included in this work programe may also gain more impact and scope by
envisagingsynergies with the European Structural and Investment Funds (ESif)health

and related fields It is therefore recommended, where relevant, to seek concrete synergies
with ESIF insmart specialisatiorpriorities within the EU regions.

Finally, SC1 also builds strong links and synergies with Joint Programming Initiatives (JPIs),
with activities undertaken by the Innovative Medicines Initiati¥@i12), the European and

4 https://www.forcel1.org/group/fairgroup/fairprinciples

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

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

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

8 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 contais 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)

° http://www.imi.europa.eu/content/in?
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Developing Countries Clinical s Partnership® (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 AGdiBtp-
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/
1 http://www.aaleurope.eu/whyanotheraakprogranme/
12 http://ec.europa.eu/research/innovatiomon/index_en.cfm?section=actiealthyageing
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Call - Better Health and care, economic growth and sustainable heahl
systems

H2020-SC1-BHC-20182020

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 calhy range from prevention, diagnosis, stratified approaches,
predictive toxicology, the development of novel and repurposed therapeutic approaches,
including medical technologies and advanced therapies, cohorts and regixged
research, to integratioof care and systemic digital solutions for health and ageing well. It
aims to translate new knowledge into innovative applications and accelerateskzalge
uptake and deployment in different health and care settings, making health and care systems
and ®rvices 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 providedeecev
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 systenistegration 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 applicaticlide chronic, rare and
communicable diseases. This priority targets any type of population, including children, the
ageing population and highsk groups. Relevant links with thEuropean Reference
Networkswill 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 Pulggblic Partnerships will support jointfferts to address
neurodegenerative diseases, cancer research and-betited 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 persmthlnedicine
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 Internationao@mm 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 €@and multimorbidities
combining mental and normental disorders

Speific Challenge The increasing number of individuals with-and multimorbidities poses

an urgent need to improve management of patients with multipexisting diseases. A
better understanding of their causative mechanisms is needed to develop agmbysidi
efficient prevention and monitoring, and better treatments adapted @ndomultimorbid
patients throughout their life course. Furthermore, there are many different etiological models
of comorbid conditions (e.g., direct causation model or &eguence of treatment). In this
context, capturing and measuring patient's complexity in the context ofand
multimorbidities is crucial for adequate management of these conditions and requires
innovative approaches.

Scope Proposals should identify anélidate causative mechanisms (e.g. molecular, genetic,
correlative, drugdrug interaction) of coand multimorbidities combining mentdland any
non-mental disorders through the integration of basic;ctinécal and/or clinical resear¢h
Applicants shald prove the relevance of the identified mechanisms fomaorbid
development. Where pertinent, development of biomarkers and other technologies for
diagnosis and monitoring of comorbid conditions in patients is encouraged. A purposeful
exploitation of eisting data, biobanks, registries and cohorts is exp&gtédit does not
exclude generation of new data. Sex and gender aspects, ageecmwmic, lifestyle and
behavioural factors and any other Awgalth related individual attributes should be takda i
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, thisloes not preclude submission and selection of proposals requesting other
amounts.

Expected Impact

1 New directions for clinical research to improve prevention, diagnosis, prognosis, therapy
development, and management of aod multimorbidities.

B For the classification of mental disorders pleasérer t o A Ment al and -B8haviour
of WHO's International Statistical Classification of Diseases and Related Health Problems 10th
Revision(ICB10) 6: http:// apps.who.int/classifications/i

14 Clinical trials are exclded

15 Including any national, EU or international resource or infrastructure if appropriate.
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1 Wheneverrelevant identified biomarkers for more accurate and earlier diagnosis,
prognosis as well as monitoring of patients' condition.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call emthe General
Annexes.

SC1-BHC-02-2019: Systems approaches for the discovery of combinatorial therapies for
complex disorderg®

Specific ChallengeMany complex disorders pose a challenge to identify the most effective
therapeutic interventions becauserent therapies often target specific aspects of a disease,
without achieving complete control or the best possible results for patients. Due to the
multiple causes of such diseases and the heterogeneity between patients, approaches directed
at single targes have had limited efficacy, overlooking important factors involved in disease
pathophysiology. Hence, a promising therapeutic approach to meet this challenge is to
combine different therapies, while increasing therapeutic efficacy in @ffestive maner.

Scope Research should aim to understand at systems level the pathophysiology of a disorder
in groups of patients responding well or poorly to particular therapies and further develop
combinatorial therapies tailored to the needs of individuals atifsgd patient groups.

Projects should focus on already available and/or authorised therapies and have access to
standardized biobank samples derived from retrospective or currently running clinical studies.
These patient samples should beanalysed wit modern higkthroughput technologies. The
existing and newly produced data should be integrated using systems approaches, which could
combine sukzellular/cellular and/or organ levah-silico models and network analysis as
appropriate, and used to buittbre sophisticated computational frameworks to predict patient
responses to combinatorial therapies. These predictions should be validatedliimgakand

clinical studie$’ taking into account sex and gender differences. Funding of late stage clinical
trials is not within the scope of this topic.

Applicants should include a thorough data management plan for transnational data sharing to
enable the computational analysis and it is strongly recommended to adhere to tbke state
the-art international starads and to the general concepts of the RARinciples.

The topic invites proposals in complex disorders of high prevalence and of a high economic
burden (rare diseases are excluded). SME patrticipation 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.

16 https://www.nature.com/scitable/topicpage/compliseasesesearckandapplications748

o http://ec.europa.eu/research/participants/data/ref/h2020/other/legal/templ/h202€liniroal
studies_en.pdf

18 https://www.forcel1.org/group/fairgroup/fairprinciples
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Nonetheless, this does not preclude submission and selection of proposalsngamilesr
amounts.

Expected Impact

1 New concepts of combinatorial therapies for complex disorders tailored to the needs of
individuals or stratified patient groups.

1 Improved efficacy and takep in the clinical setting in comparison to established
therapeutic interventions.

1 Enable the development of personalised medicine.

1 Increased research & innovation opportunities in this industry intensive field,
particularly fa SMEs.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-03-2018: Exploiting research outcomes and application potential of the
human microbiome for personalised prediction, prevention and treatment of disease

Specific Challenge The human microbiome plays an important role for health. Many
different projects in 'metagenomics' and epidemiological research in recent years have
delivered new knowledgen associations between the microbiome and a wide range of
diseases. International initiatives such as the International Human Microbiome Consortium
(IHMC) have generated larggeale data. These research efforts were first of all made to
identify hostmicrobeinteractions and links of the microbiome with diseases. Now the
challenge is to accelerate the translation of data and knowledge to define balanced healthy
conditions and to predict and prevent diseases through the development of personalised
approacks and clinical tools. Building on existing data it is necessary to produce also new
data with the aim to make the research more comprehensive or more holistic and to achieve
more valuable clinical tools. Whilst the promise of such tools is evident, they to be
validated and be part of personalised medicine.

This topic will focus on the clinical aspects of personalised prediction and prevention of
disease. Other aspects of microbiome research in relation to food/nutrition will be addressed
by a clusterof topics in Societal Challenge 2. Further topics may be launched under the IMI2

JU.

Scope The aim is to achieve understanding of balanced states of health and on that basis to
deliver personalised approaches and clinical tools for predicting and pngveiigeases.
Proposals should integrate and use high quality microbiome, metabolome anebotiosr

data produced by large scale international initiatives. They should combine and expand these
data with approaches including diseasiented functional aaysis, endogenous and
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exogenous factors, innovative imaging, functional, structural and lifestyle, ageing, dietary
data, environmental data, mental disorders and/or any other comorbidity.

Proposals should build on data from existing microbiome projedtsasnappropriate, on data

from other international initiatives. Focussed production of new data should make subject
coverage more comprehensive with the aim of delivering more valuable clinical tools.
Proposals should address relevant ethical implicatitale into account sex and gender
differences, the effect of countspecific issues and should include a section on research data
management. The proposed work should be connected to the future European Open Science
Cloud® to enable sharing and-use ofresources as well as interoperability with other types

of data and tools across disciplines. Proposals should contribute to standardisation of sample
collection and storage, methods (Standard Operating Procedures) and study designs. SMEs
participation issncouraged.

Proposals addressing rare diseases are not in scope of this action.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 10 and 15 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

1 Personalised medicine approaches for the prediction and prevention of diseases through
exploitation, integration and combination of d&atan existing microbiome projects and
appropriate other internationamics studies.

1 More valuable clinical tools built on existing data and new complementary data in
relevant repositories.

1 Identification and validation of microbial functionalities; rabuinealthy conditions and
determinants of resilience for defined populations at specific body sites.

1 Better prediction and prevention of diseases through validated novel clinical tools that
are helpful for endisers.

1 More intensive collaboration and strgi synergies between scientists across disciplines
and sectors.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

1 In particular, microbiome data sharing is relevant for the future Health Researatmanédtion Cloud,
which  will be a thematic component of the European Open Science Cloud:
https://ec.europa.eu/research/openscience/pdf/realising_the european_open_science_cloud_2016.pdf.
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SC1-BHC-04-2018: Rare Disease European dat Programme Cofund

Specific ChallengeDespite the advances on biomedical research most of the estimated 6000
to 8000 rare diseases lack means for specific diagnosis and therapy. Small and dispersed
patient populations, fragmented expertise and reseasdurces make rare diseases a prime
area for EUlevel collaboration. Substantial funding from the EU Framework Programmes for
Research and Innovation has had an integrating effect in the field, and three consecutive
ERA-NETs have built the base for closesearch collaboration between Member States.
European Reference Networks (ERfi®stablished under the Directive on Patients' Rights in
CrossBorder Healthcare will bring a major structuring effect on research and care by linking
thematic expert centresrass the EU.

There is a need to more efficiently bring the results of rare diseases research and innovation to
patients in terms of new and optimised treatment options, diagnostic tools and integrated care,
making sure that patients maximally benefit friva research and investments done at the EU
and Member States levels.

Scope The overall objective is to implement a European Joint Programme (EJP) Cofund for
Rare Diseases which would create a research and innovation pipeline "from bench to bedside"
ensuring rapid translation of research results into clinical applications and uptake in
healthcare for the benefit of patients. The initiative should follow the policies and contribute
to the objectives of the International Rare Diseases Research CangdRDIiRC).

The specific objectives of the EJP Cofund are to improve integration, efficacy, production and
social impact of research on rare diseases through the development, demonstration and
promotion of sharing of research and clinical data, matepedsgesses, knowledge and know

how, and to implement and further develop an efficient model of financial support for
research on rare diseases including basic, clinical, epidemiological, social, economic, and
health service research. Reaching these obgxtrequires support of a wide range of
activities and participants which cannot be achieved with an-ER#Cofund.

The EJP Cofund should be implemented through a joint programme of activities ranging from
research to coordination and networking activjtiegsluding training, demonstration and
dissemination activities, to be structured along the four main components:

1. Research and innovation programme to be funded through transnational calls for
proposals resulting in financial support to third partiesed on the annual work plans
of the EJP Cofund,

2. Development of a virtual platform for rare diseases information, research data, data
based on samples, tools and standards to support and accelerate rare diseases research;

3. Capacity building to improve theesearch and innovation potential of key stakeholders
and enhance uptake of research results;

20 https://ec.europa.eu/health/ern/policy_en
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4. Strategic coordination and management.

The research and innovation programme should encompass various aspects of rare diseases,
such as development of new meaos diagnosis and screening, improved annotation and
interpretation of genetic variants, functional analysis of candidate variants, animal and cellular
models for human conditions, natural history studies with improved, scalable and participants
centred reigtries, preclinical research for new therapies, development of new methods for
clinical trials, clinical trials for new and/or repurposed therapies including advanced therapies,
discovery and validation of robust biomarkers, basic research into pathamsechisand
molecular pathways, social, economic and healthcare oriented studies including burden of
disease studies, and health services research to improve patient outcomes and healthcare
systems. The calls should be implemented on the basis of the dsaaddrgood practice for

calls implemented under ERNET Cofund actions (international peer review, Horizon 2020
evaluation criteria, proposal selection according to the ranking list etc.).

The development of the virtual platform for rare diseases infeomatesearch data, samples,

tools and standards should build on the existing resources, link directly with funded research
projects and establish new connections across the rare diseases community in particular with
European Reference Networks (ERNSs).oPihctions involving funded research projects,
ERNSs, or relevant national or regional research and care institutions should be launched to
ensure the usefulness of the developed tools to be followed by upscaling in a progressive
manner.

The EJP Cofund foRare Diseases will contribute to the Health Research and Innovation
Cloud, one of the thematic clouds of the European Open Sciencé€loud

Capacity building activities should include training and support activities focussing on areas
such as research dataanagement, product development, HTA processes, translational
research and defining and sharing best practice guidelines and involve large groups of
stakeholders including patient organisations.

Strategic coordination and management should encompass grogeamming including
gapanalysis and identification of research priorities and policy questions in demand for
evidence generation, as well as monitoring of the outcome of the EJP Cofund. Appropriate
considerations of the relevant ethical, legal, sexdgerand societal aspects should be
included. Close linkage with IRDIRC would be ensured by integration of the IRDIRC
Secretariat in the EJP Cofund.

Participation of patient organisation should be encouraged in relevant activities of the EJP
Cofund.

For graats awarded under this topic for EJP Cofund, beneficiaries may provide support to
third parties as described in General Annex K of the Work Programme either in form of
grants or prizes. The respective options of Article 15 of the Model Grant Agreemehewill
applied.

2 https://ec.europa.eu/resrch/openscience/pdf/realising_the european_open_science_cloud_2016.pdf
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Financial support provided by the participants to third parties is one of the primary aims of
this action. Therefore, the 60 000 EUR threshold provided for in Article 137(1)(c) of the
Financial Regulation No 966/2012 and Article 210(a) ofRloées of Application Regulation

No 1268/2012, does not apply .

The Commission considers that proposals requesting a contribution from the EU of between
50 and EUR 55 million would allow these challenges to be addressed appropriately.
Nonetheless, this doe®t preclude submission and selection of proposals requesting other

amounts.

Expected Impact

1 Improve lives of rare disease patients by providing new and optimised treatment options
and diagnostic tools for these diseases.

1 Decrease fragmentation of ratiseases expertise and research resources.
1 Increase the EU's capacity to innovate in the field of rare diseases.

1 Improve healthcare systems' capacity to take up research results.

1 Reinforce the EU's role as a global leader for rare diseases.

Type of Action COFUND (European Joint Programme)

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SCI1-BHC-05-2018: International flagship collaboration with Canada for human data
storage, integration and sharing to eable personalised medicine approaches

Specific ChallengeThe EU has ample experience in building and running data repositories to
support biomedical research. Notable initiatives are ELFXHdd the European Genome
phenome Archiv€, storing many types oflata up to the populatiemide level. Similar
expertise exists in Canada notably via IHEC (International Human Epigenome Con¥drtium
and its Data Port&las well as PhenomeCentral, a repository for clinicians and scientists
working on human rare disordg.

There is a recognised need for tools that allow researchers to manage, exchange and preserve
their data efficiently. Data repositories are scattered around the world and often do not use
compatible data standards. There is a pressing need for betgratron of public
repositories, coordinated data sharing and sustainable storage of high value data. Apart from

22 the parEuropean infrastructure for life sciences datas://www.elixireurope.org/

23 https://egaarchive.org/

24 http://ihecepigenomes.orgndhttp://ihecepigenomes.org/about/policiesd-guidelines/
2 maintained aithe Montreal Neurological Institutetp:/epigenomesportal.ca/ihec/

26 http://www.phenomecentral.org
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hardware and maintenance costs, the cost of data curation, a necessary element to foster
progress in biology and medicine, also needs to hsidered.

Scope To build a collaboration of stakeholders in Europe and Canada in the domain of
repositories storing and sharing huni@amics data that will create a framework for letegm
cooperation. In order to do so, this programme aims to enhancestandardise data
deposition, curation and exchange procedures thus ensuring better data reuse and increased
benefit to the scientific communities worldwide. The selected projects should build on the
data quality metrics, standards and access policiesogeeeby major international initiatives

(e.g., IHEC, ICGE’, IHMC?8, MME?).

Considering the existing data policies, projects should develop approaches that integrate data
from disparate sources and include one or more of the following elements:

1 Data modelsthat guarantee the interoperability of human health research data from
different repositories and integrate different types arhics data and, where relevant,
clinical research and lifestyle data. The data models should take into account sex/gender
differences where relevant. The projects should build on existing research infrastructures
such ag omics repositories, biobanks and registries.

1 Reference architecture for data and process interoperability.

1 Technologies and methodologies for data harvesting detess, data transfers, and
archiving complex datasets.

1 Bioinformatics toolbox to support the analysis and management of data on diseases from
a personalised medicine standpoint.

1 International ethical and legal governance model for a research data managed
storage infrastructure and an associated data management plan compliant with the
required level of data security and privacy that is aligned with the recent
recommendations of the OECD Council on Health Data Goverffance

This topic raises imponta issues of data sharing, privacy protection, informational right to
self-determination and data security, which should be addressed from a legal, ethical as well
as a social sciences perspective. It is important that proposals enable sustainableatoadiabo
projects and ensure cressferences with existing infrastructures (e.g., BBMERIC,
ELIXIR) and other orgoing initiatives (e.g., International Consortium for Personalised
Medicine®, European Open Science CIS§dHEC, etc.). Synergies should beught with

other projects (e.g. calls under the Innovative Medicines Initiative {fdi)d running IMI

27 https://dcc.icgc.org/

28 http://www.humanamicrobiome.org/

29 http://www.matchmakerexchange.org

30 https://www.oecd.org/health/heallystems/Recommendatiai-OECD-Counciton-HealthData

GovernanceBooklet.pdf
st http:/Mww.icpermed.eu/
32 https://ec.europa.eu/research/openscience/pdf/realising_the european_open_science_cloud 2016.pdf
33 https://www.imi.europa.eu/content/irgi
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project$?). The proposals should take stock of the BBMERIC Code of Conduct for using
personal data in health research. A multidisciplinary approaeh, involving clinicians,
biologists, bioinformaticians, etc., is considered a key aspect of successful proposals. Due to
the specific challenge of this topic, in addition to the minimum number of participants set out
in the General Annexes, proposalslsimelude at least one participant from Canada.

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 rmeclude submission and selection of proposals requesting different
amounts. In addition to the EU/Associated Countries and Canada, the proposed project
consortia may include other international partners. SME patrticipation is encouraged.

Expected Impact

1 Intensified sharing, reuse, collaboration and knowledge discovery in the health field,
while ensuring legal safety on the use of the data.

1 Integration of various health and disease data in -id&tasive fields such as
personalised medicine.

1 More efficientresearch through reduced duplication of experimentation.

1 A network of research infrastructures and databases in the EU and Canada that build
synergies between ongoing activities, contributing to delivering the backbone for new
discoveries that address tBecietal Challenges delineated in Horizon 2020

1 Strengthened position of the EU and Canada in science and more collaboration between
academia and industry resulting in more innovation, jobs and growth.

1 Contribute to the Digital Single Market through pittg IT health research solutions.

T Further the AOpen scienced and fnAOpen to
Health Research and Innovation Cloud, one of the thematic clouds of the European Open
Science Cloud.

Type of Action Research and Innation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-06-2020: Digital diagnostics 1 developing tools for supporting clinical
decisions by integrating various diagnostic data

Specific Chdenge The availability of appropriate decision support tools for healthcare
practitioners can promote uptake of personalised medicine in health care. There is a need to

34 ETRIKS: https://www.etriks.org/ EMIF: http://www.emif.eu/ OPENPHACTS:
https://www.openphacts.org/
35 https://ec.europa.eu/programmes/horizon2020/en/h&62flonsocietaichallenges
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carry out research activities aiming to develop and validate such decision toolgothet
integrate available and/or emerging diagnostic means for the area concerned, enabling
increased precision of diagnostics and clinical decision makinggddmy progress in the

fields of bioinformatics and biostatistics, advanced analytical tods ifeachine learning) up

to Artificial Intelligence (Al) solutions, should make possible the development of devices,
platforms or novel approaches leading to highly personalised diagnosis, based on the
integration of data available from various sources. Ultienate result would be a detailed
health status assessment from a multitude of viewpoints, in a systemic way and easy to use for
clinical purposes, leading to better diagnostic accuracy, increased effectiveness and efficiency
of treatments. Novel hardwaenabling truly innovative, integrative diagnostic platforms can
also be considered.

Scope Proposals should develop tools, platforms or services that will use information
provided by most relevant diagnostic means for a particular area, resultingaccaate,
detailed, structured, systemic and prioritised assessment of the health status in a patient. The
proposed solutions should integrate various data sources such as medical necatas,
and/orin vivo diagnostics, medical imaginggmics datafunctional tests (lalmn-a-chip) etc.,

while taking into account the actual needs of healthcare practitioners, and should be tested and
validated in realife settings in pilot centres, facilitating future Health Technology
Assessment. These tools/platf@/services should contribute to improving diagnosis and
clinical decision, not only integrate existing data, and should involve intelligent human
computer interface solutions to facilitate its daily use in clinical practice. Any medical data
relevant for aparticular disease (textual data, numerical measurements, recorded signals,
images etc.) may be considered. The aim is to steer the development of solutions towards
concrete patient and public sector needs, having the citizen and healthcare providers at t
centre. Careful attention should be paid to appropriately addressing ethical and legal concerns,
providing adequate information to health professionals and patients to support informed
decisions, and ensuring data safety and privacy, in line with rexidEuropean and
international standards and legislation. Gender and sex differences should be taken into
consideration when relevant.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 8 and 15 million would allowhis specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting different
amounts.

Expected Impact

1 Increase EU's capacity to innovate in the area of medical instruments tedadsolog
through the development of new diagnostic tools, platforms or services integrating
various diagnostic data and providing quick, detailed, accurate and highly personalised
diagnostics for optimal decision in clinical practice.

1 Improve the quality and stainability of healthcare systems through quicker and more
encompassing diagnosis of medical conditions, leading to quicker and better clinical
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decisions and timely delivery of effective personalised treatments, with reduction of
errors and delays (andsts associated to them).

1 Contribute to the growth of the European diagnostics sector, in particular for SMEs.

1 Reinforce EU's role among world leaders in the production of medical diagnostic
devices.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-30-2019: Towards risk-based screening strategies for nenommunicable
diseases

Specific ChallengePrevention and early detection continue to repitesezas where effective
strategies have the potential to generate major impacts. Effective screening may result in
earlier disease detection which provides possibilities for more effective treatments, better
disease control and care. It can diminish thee@$e burden and the costs of healthcare
systems. Personalised medicine and health digitalisation provide new opportunities to
improve targeted screening interventions through the identification of subpopulations at high
risk of developing a disease.

Scope Proposals should develop new or refined, targeted populasised screening
interventions aiming at identifying populations or groups at high risk of developing disease.
Stratification by health risk factors and determinants, such as (epi)geneticomxpasocio
economic, sex and gender, geographic, immunological, environmental, behavioural,
occupational, cultural, and lifestyle habits should be addressed. Strategies may include the use
of markers and digital applications.

The riskadapted screeningtarventions should demonstrate a high level of accuracy, clinical
value, coseffectiveness, acceptability and the potential to be taken up by healthcare systems.
Health inequities and ethics should be considered. Proposals should aim at providing
sufficient evidence for health care systems implementation.

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 nateplude submission and selection of proposals requesting other
amounts.

Expected Impact

1 Established rislbased screening strategies, which have demonstrated to be effective,
affordable, acceptable to the population, ed&tctive and suitable for implesntation.

1 Demonstrated potential to improve health outcomes and equity across Europe.
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Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-31-2019:Pilot actions to build the foundations of a human cell atlas

Specific _Challenge For better understanding human health as well as improving the
diagnosis, monitoring and treatment of diseases, greater knowledge is needed of the diverse
cells found within he human body. Recent developments in single cell technologies,
analytical methods and computational tools allow for unprecedented characterisation of
human cells. A novel approach to address this challenge is the international Human Cell Atlas
initiative (HCA) which will create molecular reference maps of all human cells . The potential
scientific scope and organisation, including the community values to be adhered to by
participating researchers, are described in a recent white’paper

European researclseare at the forefront of developments and thus,-pasitioned to make

an important contribution to building a human cell atlas. For this, it is imperative to bring
together and strengthen European expertise to generate data and/or develop metheds for in
depth, integrated molecular analysis and spatial resolution of single cells from complex
biological systems such as human organs and tissues.

Scope Each pilot action should demonstrate the utility of an interdisciplinary
technological/biological platfon to generate and integrate standardised molecular, cellular,
biochemical and other data sets, characterising single cells or their nuclear components, their
interactions and/or spatial location in tissues frone human organ. Platforms supporting
analyss of tissues from more than one organ are also in scope. The primary focus should be
on healthy tissues, though comparison between healthy and diseased tissues could be
appropriate. Sex, age and ethnicity comparisons could also be considered. Propagdls sho
provide detailed plans for quality management of tissue procurement and data in compliance
with the relevant EU legislation (e.g. ethics, data protection).

Proposals supported under this topic must strictly adhere to the values, standards and practices
of the HCA® and provide for cerdination with ongoing European and international
activities. Plans for building sustainability beyond the funding period and scalability should

be included. Proposals for pilot phase actions under this topic should hetoeddliver

results for the HCA quickly, therefore project should havéueation of two years. To

ensure coherence and communication between projects funded under this topic and with the
HCA, the Commission will ensure an overall coordination mechanemeen the projects.
Proposals are expected to budget for the attendance-afdow@tors to regular meetings,

where communication of results and exchange of knowledge gained from each pilot will be
the objective

36 https://www.humancellatlas.org/files/THCA_ WhitePaper_180ct2017.pdf
37 https://www.humancellatlas.org/files/HCA_WhitePaper_180ct2017.pdf
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The Commission considers proposals requgsdi contribution from the EU of between EUR

3 and 5 million would allow for the specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected Impact

Timely contribution of project results to the HCA
Effective and sustainable biological and/or technological platforms.

Competitive and sustainable European role in HCA

= =_ =4 =2

Strong involvement of European technology SMEs
1 Laying the groundwork for improving diagnosisdaineatment of disease

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-01-201820192020: Actions in support of the International Consortium for
Personalised Medicine

Specific Challenge Personalised Medicine is a very broad and multifaceted area where
success relies on a wdlinctioning collaboration between several disciplines and different
actors. While great advances have been made in se@hds ©f medicine, in particular in
stratification of cancer patients and in addressing rare diseases, most of today's healthcare
protocols do not include personalised approaches apart from occasional division into broad
age groups (children/adults/eldethgex or ethnicity. Furthermore the prevention aspect of
personalised medicine, i.e. identifying individuals prone to develop certain diseases, is largely
isolated from treatment options. As is the case for a relatively nascent field there is a need for
standardisation of approaches, including for sampling, data storage, interpretation and data
exchange and also for clinical trials design and reimbursement models. European countries
with their social model of healthcare along with (in several cases) ¢satratost
reimbursement, are ideally placed to lead the way for an integrated health management
system. Many needs for coordination and support activities have been identified by
ICPerMed?®, an EU Member States led initiative which includes representédtives most

EU countries along with several other European countries, Brazil and Canada. The EC
currently supports ICPerMed with a grant to operate its secretariat until Octobe¥.2020
Wider internationalisation of ICPerMed can be underpinned by coordinaghgorking
activities with third countries.

Scope Each action should focus ameof the following fields:

38 http://icpermed.eu
39 H2020 Grant Agreement 731366
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International aspect: The action should focus on building links with third countries by
analysing the potential and advantages of collaboratigrersonalised medicine (PM)

with those countries, studying areas of interest for Europe in PM collaboration and
promoting international standards in the field. In particular the uptake of personalised
approaches in health systems and healthcare showddressed, taking into account
social, cultural, ethical and legal aspects, health economy issues and equitable
healthcare. For the 2018 call, the project should focus on CEY A€ a group of
countries, and for the 2019 call on Chifar the 2020 call, # project should focus on
countries in Afric4', linking also into the ELAU (African Union) policy dialogue and
taking into account the new Afridauropa Alliance for Sustainable investment and
Jobg?2 Alignment with activities of the Global Alliance for @mic Diseases (GACD)

and The European and Developing Countries Clinical Trials Partnership (EDCTP)
activities should be explored. Special attention should be given to prediction and
prevention, and to promoting wdleing for all at all ages. Furthermorbge project
should seek to integrate local knowledge and practice. Data safety and privacy should be
addressed in line with existing standards and legislation. The project should have a
duration of at least four years and address sustainability beyontbteasure longer

term structuring effect. Due to the specific challenge of this topic, in addition to the
minimum number of participants set out in the General Annexes, proposals shall include
at least one participant based in the international parewgorm; CELAC (2018 call),
China (2019 call) and Africa (2020 call).

Regional aspect: The action should establish and support networking between regions
and interregional cooperation in different European countries, in particular linking
remote or sparselgopulated regions with regions harbouring critical mass of medical
and PM expertise while taking into account broader secanomic and cultural aspects.

The focus of the action can include aspects of genomic analysideaith (mobile and
electronic Heklih), telemedicine etc. but should aim at structuring PM application at
regional level. Linkage to existing inteegional projects (financed by INTERREG
programmes) or interregional partnerships of Thematic Smart Specialisation Platforms
will be activelyencouraged. (2018 call).

Healthcare and pharma@conomic models for personalised medicine, interlinking
European public health approaches with medical practice and financing. The action
should carry out studies in support of research in and developmaetvohealth and
pharma economic models for PM, including prevention, to capture value and to develop
relevant health financing models. Analysing mashd longterm impacts of innovative
products designated for silts of patient populations on the patethiemselves and on
public health systems. Assessing the benefits of personalised medicine development for

40

41
42

Antigua and Barbuda, Argentina, Bahamas, Bddsa Belize, Bolivia, Brazil, Chile, Colombia, Costa

Rica, Cuba, Dominica, Dominican Republic, Ecuador, El Salvador, Guatemala, Haiti, Grenada,
Guyana, Jamaica, Honduras, Mexico, Nicaragua, Panama, Paraguay, Peru, Saint Lucia, Saint Kitts and
Nevis, SainVincent and the Grenadines, Suriname, Trinidad and Tobago, Uruguay,Venezuela

African Union Member States
https://www.africaeupartnership.org/en/stanpformed/news/europeatbmmissiorunveilsnew
africa-europealliancesustainablénvestmentand
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citizens and their broader social environment while ensuring patient safety, access,
equity, solidarity, data safety and financial sustainabilitpuflic health systems in the

EU. The action should involve different relevant stakeholders and take into account
work being carried out by other EU funded initiatives, such as EUnetHT®ME
participation is encouraged. Results of the studies and workshapdd be actively
disseminated to a wider audience, including relevant authorities, professionals and the
wider public. (2018 call).

4. Standardisation for clinical study design. Establishment of innovative clinical trial
design methodology for PNhicluding guidelines for research and reflection papers. The
action should take into account sex/gender differences as well as the work done by
relevant stakeholders and authorities such as £dad the HMA networf, as well as
the European legal framewdfk SME participation is encouraged. The results of the
studies and workshops should be actively disseminated to a wider audience, including,
industry, researchers and other professionals. (2019 call).

5. ICPerMed secretariat The project should continue thekk done by the secretariat for
ICPerMed, e.g. maintenance of existing services, organising the meetings of the
ICPerMed Executive Committee, convening dedicated workshops and preparing and
issuing updates of the ICPerMed Action Plan. Furthermore maimgathe network of
policy makers and funders gathered in ICPerMed and expanding the membership to new
interested and complementary partners as well as maintaining communication with all
EC funded activities related to ICPerMed (2020 call).

For grants awaretl under this topic for Coordination and Support Actions it is expected that
results could contribute to European or international standards. Therefore, the respective
option of Article 28.2 of the Model Grant Agreement will be applied.

The Commission coiders that proposals requesting a contribution from the EU of between
EUR 1.5 and 2 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amouns.

Expected ImpactContributing to the implementation and reach of the ICPerMed initiative;
furthermore:

1. International aspect: Integrating the country/group of countries into ICPerMed activities.
Support wider adoption of standards developed in EurSppport the ELAU policy
dialogues relevant to research and health (2020 call). Contribute towards the UN
Sustainable Development Goal 3: Ensure healthy lives and promotbeiel for all at

all ages.
43 European Network for Health Technology Assessment: http://www.eunethta.eu/
44 European Medicines Agency: www.ema.europa.eu
45 Heads of Medicines Agencies: http://www.hma.eu/
46 Especially the clinical trials regulation (EU) No 536/2014 and the data proteetfuiation (EU)
2016/679
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2. Regional aspect: Strengthened links between Europegians setting up or planning
personalised medicine healthcare approaches. Aligning research funding with ongoing
and foreseen investments e.g. from Structural Funds. Recommendations on best practice
in implementing PM at regional level.

3. Healthcare and pharmaeconomic models: Increased understanding of personalised
medicine perspectives on how to capture value, develop institutional support and design
relevant payment models. Recommendations for faster translation from discovery to
patients'/citizens' aess. Contributing to understanding of trends and dynamics in the
pharmaceutical markets in relation to increased emphasis of research and development
efforts on PM. Suggestions on how savings through prevention can be included in
payment and reward modehand contribute to the sustainability of public health systems
in the EU. Improved knowledge and understanding among healthcare professionals and
the wider public of potential benefits of PM approaches.

4. Standardisation for clinical study design: Contrédotid standardisation of PM clinical
trial design. Demonstrate feasibility and importance of PM approaches. Underpin
accelerated market uptake. Improved knowledge and understanding among healthcare
professionals, regulatory authorities and industry how tbestiapt clinical trials designs
to stratified patient populations.

5. ICPerMed secretariat (2020 Call) Ensure continuity of the operations of ICPerMed
beyond 2020. Increase the visibility of the consortium and ensure openness of the
structure. Provide haromised vision for the further development of personalised
medicine. Contribute to the convergence of members' approaches to personalised
medicine and further alignment of research efforts in the field.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-02-2018: Data integration and datadriven in-silico models for enabling
personalised medicine a European standardization framework

Specific Challeng Big data relevant to personalised medicine encompasses many different,
heterogeneous and complex data sets. The challenge is to harness and understand this
abundance and diversity of data to produce medical benefits tailored to the individual or
stratified patient groups.

To meet this challenge it is necessary that best practices are defined and widely adopted when
using new technologies. For example, health research data production should be compliant
with communitybased quality standards, coupled wititteroperable approaches for data
integration and appropriate-silico models to make sense of the data and produce results of
medical relevance. Computationatsilico models can be used to predict disease evolution,
treatment response, and ultimatehable the personalisation of medical interventions
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Standards, standard operating procedures or harmonisation strategies are part of the
knowledge economy that facilitates innovation and the broader adoption of new technologies
by European industry and e regulatory authorities when approving new medicinal
products and/or medical devices. Standards are key elements to facilitate competitiveness of
European industry and the success of clinical research.

Scope The proposal should establish a forum forsilico methodologies applied in
translational and clinical research, where different transnational initiatives should meet and
debate on their standardisation strategies. The project should evaluate the data integration and
datadriven in-silico models giategies and identify best practices for integrating and
modelling heterogeneous human disease data transnationally. The project should focus on
those heterogeneous types of human data which are best structured (addressing relevant
ethical implications andex and gender differences) and thus pose fewer technical challenges
for transnational sharing of data. Such data could be in principle biological and clinical data
and the models should comprise of several computational models e.g. systems biology,
physbplogical modelling, network analysis etc.

The proposal should deliver recommendations for flexible/adaptable standardisation
guidelines for European collaborative research for heterogeneous data integration and data
drivenin-silico models with predictiveeapability to interpret the human disease data while
respecting legal and ethical requirements for data protection. In addition to the research
standards the project should also ensure that the standardisation guidelines delivered address
the regulatory neds in terms of datdrivenin-silico models. Such guidelines should be based

on open access principles and on interoperable solutions to those standards existing in the
industry and used by the regulatory authorities. Inclusion of regulatory authooitileslead

to an increased impact of the research proposed, and this will be considered in the evaluation
of the proposal.

The action should also aim to organise awareness workshops during which scientists and
policy makers and regulatory authorities woudlebate on future developments infsilico
models in health research.

The proposal should adhere to the general concepts of the! FiRtiples, establish links
with relevant initiatives already supported by the European Commission and create a
collaboration with the relevant ESFRI European infrastructures, IMI projects and the relevant
standardisation initiatives e.g. European Mefggl®rogramme for Innovation and Research.

For grants awarded under this topic for Coordination and Support Actions it is expected that
results could contribute to European or international standards. Therefore, the respective
option of Article 28.2 of thdodel Grant Agreement will be applied.

The Commission considers that a proposal requesting a contribution from the EU of between
EUR 1.5 and 2 million would allow this specific challenge to be addressed appropriately.

4 https://www.forcel1.org/group/fairgroup/fairprinciples
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Nonetheless, this does not precludémsission and selection of proposals requesting other
amounts.

Expected Impact

1 Harmonisation of health disease data integration anddiatan in-silico models in
Europe.

9 Accelerate the use of academic research data in clinical research and the broader
adaptation by research, regulatory authorities and industry community.

1 Contribution to the sustainability of health research by using the power of health data.
1 Growth of tre European datdriven economy.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-03-2020: Bridging the divide in health research and innovatiori boosting
return on investment

Specific ChallengeThe Innovation Union Scoreboard reveals significant disparities in terms

of research and innovation performance among the different member states and regions within
the European Union. The disparities a&aqually present in health research and innovation
which unfortunately also translates into lower participation in the Union's research and
innovation framework programme, Horizon 2020.

There are serious efforts deployed at national and European levdpttoldose the R&l

divide. Many instruments provide direct investment to organisations from lagging regions and
countries, such as the European Structural and Investment Funds, national grants, the
Spreading Excellence and Widening Participation programirdorizon2020 while others
encourage networking such as the COST actions.

These European and national investments yield the most when beneficiaries have the
necessary capabilities, adequate governance structure, and suitable science and HR policies.
This call aims providing support in the health R& domain to organisations from lower
performing regions that are willing to carry out structural reforms to improve their R&l
performance. The call builds on past efforts of the European Commission (espéaally t
HCO-14 2014 and the HGO8 2017 calls in H2020 SC1).

Scope Applicants should propose actions that would shift benefiting organisations' R&l
performance and would eventually increase their participation in EU funded collaborative
projects. Proposed adties should aim to strengthen research development; improve
governance, managerial and administration practices; increase the organisations' international
profile; develop HR policies to attract and retain talents, taking into account gender aspects;
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ard create a culture that rewards scientific performance and innovation. Applicants may
propose any actions that contribute towards these goals.

Beneficiaries of the activities should be active in the field of health research and innovation
and should comerdm low performing® Member States/regions that have identified health
R&l as a priority in their Research and Innovation Strategies for Smart Specialisation (RIS3).
Applicants shall seek synergies with European Structural and Investment Funds, with
Europea and national research and innovation programmes and if applicable with EEA and
Norway grants. Applicants are encouraged to leverage funding of this call with other
resources.

The Commission considers that proposals requesting a contribution from thiekEtiveen

EUR 1.5 and EUR 2 million would allow this specific challenge to be addressed
appropriately. Nonetheless this does not preclude submission and selection of proposals
requesting other amounts.

Expected ImpactAn increased number of organisatioftem low performing Member
States/regions among the top international health R&I institute that are able to attract funding
and talents and render these resources into scientific excellence and innovation.

Ultimately, increased patrticipation rate of lowrfoeming countries in the EU's Research and
Innovation Framework Programme.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-04-2018: ERANET to support the Joint Programming in Neurodegenerative
Diseases strategic plan (JPND)

Specific ChallengeThe EU Joint Programming Initiative on Neurodegenerative Diseases
Research, in particular Alzheimer's (JPND), was established in 2009 as the pilot of the
Member Statéed Joint Programming Initiatives and enables the participating EU Member
States to work together on the challenge of-r@jgted neurodegenerative diseases. JPND
allows the establishment, alignment and building on of national research proggatom
increase the effectiveness and impact of research efforts.

Building on earlier successes of the JPND Research Strategy in agalargd establishing
synergies with Horizon 2020, there is a need to continue previous efforts to consolidate the
JPND suwcesses in defragmentation, better coordination and alignment amongst the countries
participating in the JPND.

Scope Proposals should pool the necessary financial resources from participating national or
regional research programmes in the area of negevdgative diseases research by

48 As defined by Widening Participation and Spreading Excellence: Member States below 70% of the EU
average of the Composite Indicator of Research Excellence.
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implementing a transnational joint call for proposals resulting in grants to third parties with
EU cofunding, with a view to scalap the implementation of the JPND Research Strategy.
Proposers are requested to also implamather joint activities, including training and
additional joint calls without EU ctunding.

Proposals should also promote the strategic alignment of research activities related to
neurodegenerative diseases across Europe, such as developing ang atigoimal research

plans and strategies, making data bases more accessible and interoperable, harmonisation of
measurements and methodologies, networking of already existing structures and studies,
training etc.

Proposals should demonstrate the expectgzhct on national and transnational programmes
as well as the leverage effect on European research and competitiveness, and should plan the
development of key indicators for supporting this.

Participation of legal entities from third countries is encoutagehe joint call as well as in
other joint activities including additional joint calls without EUfomding. Participants from
these countries may request a Union contribution (on the basis of thdNERAInit cost) for

the coordination costs of additial activities.

The specific focus of the joint call will be further developed by the beneficiaries of this action.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 4 and 5 million would allow this specifichallenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected Impact

1 Funding of research proposals on a topic identified by the JPND implementation plan or
by their ation groups, which needs to be addressed at European level and which is
complementary to topics of the EC work programmes.

1 Leverage transnational excellent research with-a@ded value in the area of
neurodegenerative diseases.

1 Increased commitment of gmipating countries to the implementation of the JPND
Strategic Research Agenda.

1 Establishment and alignment of national and regional plans and initiatives on
neurodegenerative diseases.

1 Strengthened exchange and better interoperability between exi&urgpean
infrastructures and data bases.

1 Enhancement and/or better exploitation of national oisE@ported activities.

Type of Action ERA-NET Cofund
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The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-14-2020: ERANET: Sustained collaboration of national and regional
programmes in cancer research

Specific ChallengeCommon challenges in cancer research can only be met by effective
transnational cooperation on prioritised efforts, using natioegional and charitpased
resources. Important achievements have been obtained by TRANSCAN and TRANSCAN

However, more efforts are warranted to address the potential for sustainable coordination, the
access to and sharing of data on cancer researchreatchént as well as alignment of
national, regional and foundation or chaflitysed programmes and activities in Member
States/Associated States and beyond.

Scope The successful proposal should align national, regional research funding programmes
on trangational cancer research by implementing a transnational call with Efunding
resulting in grants to third parties.

Proposals should pool the necessary financial resources from the participating national (or
regional) research programmes as well, wiagneropriate, leverage resources from pertinent
foundations, charities and transnational initiatives, with a view to implementing a joint call for
proposals resulting in grants to third parties with Efwading in this area. The proposal
should overcome urdles that impede loAgrm coordination, involving research and
innovation and cancer care stakeholders, taking into account relevant cancer research and
innovation and cancer care initiatives. The proposal should build on previodsnBed
ERA-NET initiatives in this area.

The proposal should also demonstrate potential impact at national, regional and transnational
research and innovation programmes as well as a leverage effect on national and European
research and competitiveness using key indicat@ther joint activities may include:
analyses of research and innovation funding and impact, dissemination, communication
towards citizens, training, and are requested to include other additional joint transnational
calls (without EU cefunding).

The propoal should demonstrate that thesefanded other activities exclude any overlaps
with related orgoing actions cdéunded by the EU under Horizon 2020 SC1.

Participation of legal entities from third countries, and/or regions including those not
automatical eligible for funding in accordance with General Annex A, is encouraged in the
joint call as well as in other joint activities including additional joint calls without EY co
funding. Participants from countries not listed in General Annex A are eligibEelf funding

under this topic and may request a Union contribution (on the basis of theNERAunit

cost) only for the coordination costs of additional activities. The proposal should demonstrate
that these cdunded other activities exclude any overlapigh related orgoing actions co
funded by the EU under Horizon 2020
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The ERANet should envisage a duration which is appropriate to the ambition and complexity
of the proposed topic. The Commission considers that proposals requesting a contribution
from the EU of a minimum of EUR 5 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

1 Identification of common researchn@ innovation priorities, taking into account
international developments where relevant.

1 Leveraged funding, through transnational collaborative research and innovation on
cancer, based on a common strategic research agenda.

1 Streamlined national, regionah@ foundation or charithased practices in organising
research and innovation funding.

1 Demonstrated sharing of data and analyses of funded cancer research and their impact.

Type of Action ERA-NET Cofund

The conditions related to this topic are providetl the end of this call and in the General
Annexes.

SCI-HCO-16-2020: ERANET: Sustained collaboration of national and regional
programmes in research on brainrelated diseases and disorders of the nervous system

Specific ChallengeCooperation atransnational level in the area of braglated diseases has
successfully been established but can be further enhanced and sustained through synergies
between projects coming out from individual ERt calls as well as pertinent partners
beyond the ERANetwork itself.

Specific challenges include providing the necessary critical mass and resources to address
commonly identified clinical needs. In particular, data sharing across funded projects should
be enhanced. The overall aim is to nurture further lootition amongst research funders as

well as the projects in this field while extending its activities towards the intensification of
cross projects collaborations within and beyond the ERANET projects.

Scope Proposals should demonstrate the potentiacdordinate in a sustained manner
national and regional research programmes in the area ofrbfaiad diseases, excluding
neurodegenerative diseases, by implementing transnational calls with-idbdiag resulting

in grants to third parties.

Proposed divities should promote wider collaboration between funded A projects
stemming from the same transnational call but also with relevant projects from other ERA
Net calls and pertinent H20Z0nded projects and international partners active in thid 4e
research.
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More comprehensive and wider data sharing and early consideration of translational pathways
should be inherent requirements for the translational calls to be launched by tHéeERA

Proposals should pool the necessary financial resources the participating national (or
regional) research programmes as well, where appropriate, leverage resources from pertinent
foundations, charities and transnational initiatives, with a view to implementing a joint call for
proposals resulting in granis third parties with EU céunding in this area..

Proposal are requested to implement other joint activities including additional joint calls
without EU cefunding. The proposal should demonstrate that thesermed other activities
exclude any overlapsith related orgoing actions cdunded by the EU under Horizon 2020
SC1.Proposals should engage with key stakeholders, including complementafMeERA
competence partners on regulatory and guidelines issues. Collaboration with the EU funded
European Bain Research Area Coordination and Support Action should be foreseen and
integrated into the joint programming concept pursued by the fundedNER Aroject.

Participation of legal entities from third countries, and/or regions including those not
automatially eligible for funding in accordance with General Annex A, is encouraged in the
joint call as well as in other joint activities including additional joint calls without EU co
funding. Participants from countries not listed in General Annex A are eliffibEU funding

under this topic and may request a Union contribution (on the basis of theNERAInit

cost) only for the coordination costs of additional activities. The proposal should demonstrate
that these cdunded other activities exclude any oegr$ with related cgoing actions co
funded by the EU under Horizon 2020

The ERANet should envisage a duration which is appropriate to the ambition and complexity
of the proposed topic. The Commission considers that proposals requesting a contribution
from the EU a minimum of EUR 5 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

1 Joint investment of national andgienal programmes in the area of braghated
neurological diseases;

1 Increased common activities of national research programmes and projects;
1 Leveraging synergies with other pertinent key players in Europe;

1 Contribution to the establishment of Brain r@asd ERA by addressing issues related for
example to administrative hurdles, IPR management and different practices regarding
resource sharing.

Type of Action ERA-NET Cofund

The conditions related to this topic are provided at the end of this call anthenGeneral
Annexes.
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SC1-HCO-17-2020: Coordinating and supporting research on the human microbiome in
Europe and beyond

Specific Challenge Integration and application of metagenomics data from the human
microbiome has shown large potential pmrsonalised medicine approaches, although causal
relationships and confounders are still largely unknown. Comparable information and details
about microbiome composition and functionality in healthy citizen and patients are very
valuable to complete theigure i.e. to better understand the healthy microbiome and to
predict its development.

The number of European and international projects and initiatives is increasing but their
results and data cannot be properly compared as they have different undewymags,
standards and operating procedures. The International Human Microbiome Consortium
(IHMC) as well as other current initiatives aim to strengthen international cooperation, to
increase data comparability and to agree common standards, procedunssthods. There

is a need to avoid having the same research carried out multiple times at different places and
to better agree at European and at international level. This collaboration should increase
coherence and data comparability to better exploistieg microbiome data and clinical
information in a standardised way.

Scope Proposals should aim for synergistic collaboration and agreement across various
research and innovation programmes on the human microbiome, in Europe and worldwide,
dealing withsample collection, processing, standardisation and healthy states references at
different sites of the human body (not only one organ), including also interaction with omics,
impact of drugs, nutritional and environmental aspects as well as sex and djéfiedemces.

In particular, they should support the agreement of concrete references of healthy human
metagenomes across various different populations. Proposals should map the progress and the
state of play for specific disease and health issues as svitleasuccess and meaningfulness

in different countries. They should propose concrete and strategic research actions on the
human microbiome addressing gaps, emerging fields and political priorities. They should
complement, support and enhance cooperatiorsimilar activities within Europe and
beyond®. In line with the strategy for EU international cooperation in research and innovation
(COM(2012)497), international cooperation is encouraged with relevant partners from outside
the EU. Proposals should covihe whole spectrum of human microbiome research from
patient data collection all the way to study reporting in publications, social, ethical and legal
aspects. Proposals should avoid networking without output and provide appropriate indicators
to measurés progress and impact.

The Commission considers that proposals requesting a contribution from the EU between
EUR 1.5 and EUR 2 Million would allow this specific challenge to be addressed
appropriately. Nonetheless, this does not preclude submissiorsedection of proposals
requesting other amounts.

49 Proposals shdd take into account other relevant European and international research and networking
initiatives as well as fione health initiativeso.
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Expected Impact

1 International agreement on concrete methods, standards, procedures and in vivo models.
Harmonisation and increased comparability of metagenomics, metabolomics and human
microbiome data in Eope and beyond.

1 International agreement on definitive references of healthy human metagenomes. These
references should apply across various different populations and allewsersdand
citizens to see which microbiome is clinically healthy.

1 More meaninful results through collaborative synergistic collection of microbiome data
from different directions. Improved coherence and reduction of overlap between
national, EU and other funding in the area of human microbiome research, thus ensuring
an efficient se of the available human and financial resources.

1 Knowledge exchange and enhanced engagement of citizens, scientists and political
stakeholders for priority health risks. Validated results will be delivered faster to people.

1 Integration of metagenomics and human microbiome references into other multilateral
co-operation areas or personalised medicine approaches.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end o$ tall and in the General
Annexes.

1.2 Innovative health and care industry

This priority will focus on turning innovative knowledge and technologies into practical
applications benefiting citizens, healthcare systems and businesses. It will support the mos
innovative stakeholders in Europe in the area of health and care research. Areas of research
will include innovative diagnostics and therapeutics, including advanced therapies. It will
improve the safety assessment of chemicals and the evaluation -oiskigtedical devices.
SMEs will be an important component and target of this priority. Actions under this priority
are expected to demonstrate clear exploitation potential and socioeconomic benefits for
patients and sustainable health systems. This pyiavill be complementary to the activities
undertaken under th&ME instrumentthe Fast Track to Innovatiorand theInnovative
Medicines Initiative (IMI)

The expected key impact of this priority will be to stimulate the healthcare industry. This
priority should (i) deliver applications and innovative products and services in the area of
health; (ii) exploit the potential of the European health and care industry and contribute to
growth, competitiveness and jobs in this sector.

Proposals are invited againketfollowing topic(s):
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SC1-BHC-07-2019: Regenerative medicine: from new insights to new applications

Specific ChallengeRegenerative medicine offers hope for untreatable disease and the ageing
population, improved quality of life and reduced medical cd$tsvever, so far, regenerative
medicine has not yet proved itself in the clinic beyond rare diseases or conditions of limited
public health importance. With recent scientific discoveries opening up new approaches to
regenerative medicine, the challengddsuse these to extend the regenerative approach to
major diseases and conditions.

Scope Regenerative medicine replaces or regenerates human cells, tissue or organs, to restore
or establish normal function. Projects should focus on innovative translatiesearch to
develop regenerative processes towards the ultimate clinical goal of addressing unmet clinical
needs of large patient groups. Proposals should be based on new approaches such as genome
editing or gene therapy, transdifferentiation iorvivo reprogramming, cell therapy and
transplantation, 3D bioprinting, organoids or use of combined productsefhaustive list

for illustrative purposes only). In all cases, proposals should explain in what way their
approach is regenerative. Research orvavgd methods of tissue and organ transplantation

is included on the condition that there is a clear regenerative step in the process. The project
may focus on any step(s) on the innovation chain, from early testing and characterization of
regenerative mdémnisms to preclinical research, proof of concept or clinical trial. Sex and
gender differences should be investigated, where relevant. Projects should include a section
on the proposed therapy's exploitation potential, regulatory and commercialisadig\str

and how it would be made available and delivered to patients.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 6 and 8 million would allow this specific challenge to be addressed appropriately.
Nonethelessthis does not preclude submission and selection of proposals requesting other
amounts.

Expected Impact

1 Potential new regenerative therapies to address unmet clinical needs of large patient
groups identified.

1 Europe's position in translational regenemtinedicine strengthened.

1 New therapies for major human diseases and conditions, and new approaches for therapy
taken further in the development pipeline.

Type of Action Research and Innovation action

The conditions related to this topic are providedthe end of this call and in the General
Annexes.
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SC1-BHC-08-2020: New interventions for NorRCommunicable Diseases

Specific ChallengeNon-communicable diseases represent a significant burden on individuals
and healthcare systems, accounting for 86 % afesdths in Europe. Innovative and effective
healthcare interventions are required to find a cure or provide best quality of care when
prevention strategies have failed. While considerable knowledge has been generated by
biomedical research, potentially pnsing healthcare interventions often fail clinical
validations and as a consequence do not reach patients.

Scope

Proposals should conduct early stlgdinical trial(s) to validate novel or refined healthcare
interventions? for patients suffering froomon-communicable diseases (Rare diseases and
regenerative medicine are not within the scope of this topic). Clinical trial(s) should be
supported by proebdf-concept? of clinical safety and efficady and may be investigator
initiated. Both preclinical resarch and the draft clinical trial protocol should be completed at
the time of submission of the proposal. Applicants should present a sound feasibility
assessment, including an appropriate patient selection and realistic recruitment plans, justified
by publications or preliminary results. Proposals should demonstrate potential clinical benefit,
including consideration of patien¢ported outcomes when relevant. Sex and gender
differences should be considered; age and other stratification cfithrauld ke considered

when relevant. Where appropriate, patients and carers should be involved and their views
reflected in research activities. Proposals should demonstrate evidence of preliminary
consultations with ethics and regulatory authorities at the timalwhission.

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 selectionpokal® requesting other
amounts.

Expected Impact

1 Candidate healthcare interventions that would generate meaningful advances in clinical
practice and care for patients with roommunicable diseases for late stage clinical
trials.

1 Potential to improve pentcentred outcomes and to impact on the disease burden of
individual patients and health care systems following validation in late stage clinical
trials.

Type of Action Research and Innovation action

50 For pharmacological interventions: phase 1 and phase 2 clinical trials

51 Applicants may address any menor combinabrial pharmacological and/or ngrharmacological
intervention.

52 Comparative effectiveness studies are not within the scope of this topic.

53 Clinical Trial Regulation EU No. 536/2014:
https://ec.europa.eu/health//sites/health/files/files/eudraletivet_2014 536/req_2014 536 en.pdf

54 Such as, clinical and molecular features of the patient and/or the diseasecsrmimic status, etc.
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The conditions related to this topic are providetl the end of this call and in the General
Annexes.

SC1-BHC-09-2018: Innovation platforms for advanced therapies of the future

Specific ChallengeAdvanced therapies are based on gene, cell or tesgieeered products

which are defined according to therms of Regulation 1394/2007. So far, only a small
number of these products have been placed on the market, and of these, most are for rare
diseases. However, in recent years, important discoveries and developments, some
unprecedented, have been made ineawdar and cell biology and in cell technology, which

offer improved opportunities for advanced therapies development. The challenge is to use the
new knowledge and new technologies to introduce greater innovation into the advanced
therapy development cimmas a basis for tackling diseases and conditions affecting large
patient groups.

Scope Building on European strengths and using the definition set out in Regulation (EC)
1394/2007°, projects should create knowledge, testing and exploitation platformasicar
innovative concepts for advanced therapy development. Platforms should comprise the
components and expertise necessary to create a solid foundation on which to build possible
new therapeutic approaches and/or aim to overcome particular developmigeriebks.
Possible components could include studying the basic biology of the potential therapy and
investigating its mode of action, proof of concept Yyitro, in animal models where
necessary- or first-iniman studies); safety, efficacy, characterat refinement and
manufacturing of the product could be considered. Projects should also propose a business
model for exploiting results and carry out appropriate outreach and public information
activities. Examples of issues that have been identifi¢eblaéng back the field include gene
delivery to cells, reducing othrget effects in gene therapy, immunogenicity of potential new
therapies, cell homing and tracking, lack of adequateclpmeal models, or responding to
regulatory concerns, such astgmcy assays, product characterization, or Haftkank
variability (norexhaustive list for illustrative purposes only). Sex and gender differences
should be investigated, where relevant. Potential ethical issues should be addressed.

The Commission consads that proposals requesting a contribution from the EU of between
EUR 12 and 15 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

1 Strengthened competitive position of European advanced therapy research and
development.

1 Improved perspectives for treating diseases and conditions in large patient groups with
advanced therapies.

55 OJ L 324, 10.12.2007, p. 121.
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1 Technological progress in the advandeerapy field.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-10-2019: Innovation Procurement: Next generation sequencing (NGS) for
routine diagnosis

Specific Challenge We observe a progressive shift in routine diagnostics, and more
particularly in personalised medicine practice, from a growing number of molecular tests to a
next generation sequencing approach (NGS). NGS can provide insightsa per sonoés
susceptibility to disease, diagnostic information, and predictive indications about treatment
outcome. It also allows to embrace simultaneously different molecular pathways of disease
evolution and to identify actionable mutationsarpatient for medical decision and further
research. In addition, it requires less sample material than multiple tests and therefore reduces
risk and inconvenience for patients. However, the introduction of NGS in clinical practice is
hampered by its coghe availability of proper NGS tests, and diagnostic errors resulting from
insufficient quality assurance, technological bias and complex interpretation of data.

Scope The objective is to implement NGS in routine diagnostics for personalised medicine
andscale up demandriven innovation for healthcare systems. This includes organisational,
economical, technical and clinical aspects. It should lead to NGS tests, clinically validated
procedures (including sex analysis), quality assurance schemes, tootsetnutls for data
collection, management, analysis and interpretation, with a view to assist clinical decision
making and foster medical research and innovation. Transferability and cloud based NGS data
analyses should be considered, as appropriate. frguuatinitiatives like the EJP Cofund on

rare diseases and ERNshould be considered when relevant. Ethical issues should be
addressed.

For grants awarded under this topic for -B@mmercial procurement it is expected that
results could contribute to Eurepn or international standards. Therefore, the respective
option of Article 28.2 of the Model Grant Agreement will be applied.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 9 and 11 million would allow this spific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Proposals of this topic should follow the specific requirements forc@menercial
procurement PCP supportby Horizon 2020 grants as set out in General Annex E of the WP.

Expected Impact

56 https://ec.europa.eu/health/ern/policy_en
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1 New NGS platforms and use of NGS tests in routine diagnostics for personalised
medicine.

1 Accepted new European standards and quality assurance schemes with respect to NGS.

{1 Strengthening of implementation of personalised medicine and improved clinical
decisions and health outcomes for the benefits of patients.

1 Contribution to the sustainability of healthcare systems.
1 Growth and benefit to the European industry, in particlMES

Type of Action PreCommercial Procurement

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SCI1-BHC-11-2020: Advancing the safety assessment of chemicals without the use of
animal testing

SpecificChallenge The reliability and relevance of animal studies to support chemical safety
assessment are subject to increasing scrutiny from a scientific perspective and raises broader
societal concerns. To address these challenges, the European Commissibeemhas
supporting the development and application of aniimes approaches to toxicological
profiling of chemicals in support of chemical safety assessment. However, significant
challenges remain regarding the provision of viable anfreal solutions to @dress systemic

health effects in humans potentially linked to chronic exposure to chemicals across a variety
of regulated sectors. Consequently, further efforts are needed to progress on the development,
validation and translation of scientifically soungethods that not only decrease the reliance

on animal testing but which also deliver more relevant, reliable aneeffestive means to
facilitate decisioamaking to support regulation, innovation and competitiveness.

Scope Proposals should consider integrative approaches that build on advances in all relevant
fields of science and technology, including elements such as inoviglo®’ andin silico tools

and the understanding of human biology and related toxicity pathwats,tive aim of
proposing and demonstrating scientifically valid means for comprehensive safety assessment
of chemical substances without resorting to animal testing. Priority should be on systemic
health effects in humans. Exploitation of qualitative andamgitative information and
knowhow from animal, clinical, epidemiological, exposure and biomonitoring studies is
encouraged where appropriate to inform research strategies and to establish the scientific
credibility of the approaches proposed for relevaatisionmaking contexts. In addition,
attention should be given to establishing and pursuing concrete measures to seek acceptance
and uptake by endsers striving to address safety assessment challenges in support of product
development and addressingu&atory information requirements.

57 This may include animalerived material
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Proposals could consider the involvement of the European Commission's Joint Research
Centre (JRC) to provide adalue regarding such aspects as supporting validation of
emerging approaches, promotion of research result,the interfacing with the regulatory
community. In this respect, the JRC is open to collaborate with any successful proposal after
the selection process has been completed.

As a way to facilitate progress and to accelerate the harmonisation, accepidpremotion

of new approaches worldwide, applicants are encouraged to seek cooperation with industry
and collaboration with any relevant complementary initiatives as well as with regulatory
bodies.

The Commission considers that proposals requestingtailmation from the EU of between

EUR 10 and 20 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

1 Scientificallysound, practicably implementable ranimal solutions readily deployable
to aid in meaningful safety assessment of chemicals.

1 Recognition from regulatory bodies and their engagement to translate results, methods
and solutions into safety assessment practic

1 Uptake and commercial exploitation of the developed safety assessment approaches,
products and services.

T Contribution t o t he Three Rs (3Rs) pri
O0Refinementd), with a particul B emphasi s

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-05-2018: Strengthening regulatory sciences and supporting regulatory
scientific advice

Specifc Challenge A large proportion of EC and nationally funded projects in biomedical
clinical research is focusing either on the development of novel active substances or on the
optimisation of pharmacological treatments, such as novel indications or new
treatment/dosing schemes for already registered pharmaceutical products.

For such innovations to achieve full impact, it is necessary to file for new marketing
authorisations or request significant changes of the regulatory labelling of existing marketing
auhorisations to bring improvements from academic research into clinical practice. However,
in a majority of cases, the clinical research conducted by researchers in academia does not
fulfil regulatory requirements and thus, innovations do not reach tlenfgain a timely and
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efficient manner. Researchers often do not allocate enough time and resources and also lack
specific relevant knowow to develop strategies enabling successful regulatory Scientific
Advice procedures. This is partly because regwagmiences are not well addressed in
medical teaching and training programmes.

Scope Proposals should; (i) establish, regularly update and disseminate a comprehensive
inventory®® of existing support activities for regulatory Scientific Advice and Protocol
Assistance in Europe such as the Innovation Task Force%IBifiefing meetings; (ii) analyse

the effectiveness of existing support activities and develop a common strateggirfogt
programmes to strengthen regulatory sciences and improve support for successful outcomes
from regulatory Scientific Advice and Protocol Assistance based on identified best practices;
(iif) support and/or advice for the delivery of correspondingtpiiaining programmes in an
efficient and collaborative manner, and (iv) assess the need for and possibly propose
additional mechanisms sustainably supporting academic groups in regulatory Scientific
Advice and Protocol Assistance procedures.

A crucial ohective is to complement, coordinate and/or harmonise efforts among Member
States and at European level in order to support the main target group: academic clinical
scientists. The aim is to reach these researchers very early in the planning procéssafdr re
grant applications. A further aim is to strengthen regulatory knowledge in general by reaching
clinical scientists during professional training and qualifications.

The relevant stakeholders must be involved in the consortium that will implemeattibis,

in particular all interested national competent authorities (NCAs) alongside academic and
industry representatives and associations with relevant experience. NCAs should have clearly
identified contact points. Proposals should consider the innvmae of the European
Medicines Agency (EMA®), the Heads of Medicines Agencies (HMA) netwdrland
EUnetHTA®? at European level, in order to ensure (i) the comprehensiveness and validity of
analyses, (ii) the feasibility and effectiveness of implemented rmaptementable activities

and (iii) the impact of the whole project.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 1.5 and 2 million would allow this specific challenge to be addressed appropriately.
Nonethelessthis does not preclude submission and selection of proposals requesting other
amounts.

Expected Impact

58 Already existing initiatives and infrastructures should be integrated efficiently and to the fullest extent

59 The Innovation Task Ford¢TF) is working on matters relating to emerging therapies and technologies.
EMA and the EU national competent authorities (NCAs) strengthened their collaboration to support
medicine innovation and early development of new medicines by establishing then&thtion

network.
60 European Medicines Agency: www.ema.europa.eu
61 The Heads of Medicines Agencies is a network of the Heads of the National Competent Authorities

whose organisations are responsible for the regulation of medicinal products for humaatesingry
use in the European Economic Area http://www.hma.eu/

62 EUnetHTA Joint Action 3 is a European network of national/regional HTA bodies under the EU Third
Health Programme http://www.eunethta.eu/
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1 Improved knowledge of Regulatory Sciences among academic clinical researchers.
1 Improved success in regulatory Scientific Advice and Protocol Assesfarocedures.

1 Improved direct regulatory impact of results from academic clinical research to ensure
benefits for patients and healthcare systems.

Type of Action Coordination and support action

The conditions related to this topic are provided at thedesf this call and in the General
Annexes.

SC1-HCO-18-2020: Developing methodological approaches for improved clinical
investigation and evaluation of highrisk medical devices

Specific Challenge

f In May 2017, a new Regulation on medical devi&sgulation (EU) 2017/748entered
into force that will come into effect in spring 2020. This new Regulation sets forth
reinforced rules for the generation of clinical damce: for instance, clinical
investigations® for highrisk devices will be compulsor§? and the requirements
regarding the clinical evaluatiéfthroughout the product lifetime are more stringent.

1 Medical devices have particularities that make the condfiatlinical investigations
difficult. Taking into account these particularities, there is a need for methodologies that
enable to generate improved clinical evidence. New developments in medical
technologies such as mHealth, artificial intelligence, amohlination products, pose
additional challenges and opportunities for develdp¢osgenerate higiguality clinical
evidence.

1 Owing to rapid scientific progress and lack of knowledge on the regulatory frameworks
among the scientific community, there is @ed to raise awareness on new regulatory
requirements in terms of clinical evidence. It is important to ensure a smooth transition
from the former directive to the new regulatory framework, especially with regard to
clinical evidence, by informing stakeld@rs involved in the clinical evaluation of high
risk medical devices (e.g. academic researchers, clinicians, manufacturers, notified
bodies, contract research organisations).

63 Regulation (EU) 2017/746f the European Parliament and of the Council of 5 April 2017 on medical
devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No
1223/2009 and repealing CarinDirectives 90/385/EEC and 93/42/EEC

64 As defined in Article 2 (44) of the Regulation (EU) 2017/745

65 as provided for in Article 61.4 of the Regulation (EU) 2017/745 : implantable and class Il devices with
the exceptions listed in Article 61.5and61.6 Those devices -aresekbefleviedst o
text.

66 As defined in Article 2 (45) of the Regulation (EU) 2017/745

67 Developers include manufacturers and other entities active in the development of medical devices

Part 8- Paged4 of 203


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2017:117:TOC
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2017:117:TOC

Horizon 2020- Work Programme 20182020
Health, demographic change and wellbeing

These challenges can be addressed by developing and promoting methodolpgicaihes,

including alternative statistical methodologies, adapted to the specificities ofriskgh

medical devices. These methodological approaches will improve the robustness of clinical
data needed at different p boafermity aseessménhgostpr odu
market clinical followup, continuous clinical evaluation, peastarket surveillance, and
potentially relative effectiveness assessment.

Scope To address these challenges, the proposals should focus on i) methods to generate
clinical data both within the context of a clinical investigation and in daily practice (i.e. real
world data) so that robust clinical evidence is available for-hgikhmedical devices, and ii)
aggregation methods that will allow to make optimal use ohwdlilable data taking into
account its heterogeneity (e.g. matalysis methods using different statistical approaches,
methods to combine data from different types of sources) and iii) promote exchange of best
practices and support network activitiesaag developers. Proposals should in particular:

1 Analyse the particularities of higisk medical devices and the potential resulting
problems with regard to clinical evaluation, carry out a review of the currently used
clinical investigation designs for éhevaluation of such devices, provide a hierarchy of
these approaches, identify gaps to be filled (in particular in view of new developments
like e.g. mHealth, artificial intelligence, and combined products) and derive
recommendations for the choice of notial investigation methodology to obtain
sufficient evidence.

1 Develop methodologies for generating clinical data on -higfh medical devices
enabling to collect sound data and to use data from different sources including real
world data. These methodoieg should be adapted for the needs of conformity
assessment and for continuous clinical evaluation throughout the lifetime of the device.
Proposals should take into account the various specificities ofrisigimedical devices
and therapeutic areas ifegant.

1 Contribute to the exchange of best practices among notified bodies with regard to the
assessment of clinical data as provided by developers cfisighmedical devices.

1 Support networking activities among developers and in particular acadenrigscerth
regard to regulatory requirements for assessing-tisghmedical devices and foster a
pool of scientific expertise on clinical evaluation of higgk medical devices.

Applicant consortia should bring together partners with relevant expediseefg. academia,
competent national authorities, centres of expertise for clinical research and care, scientific
and medical learned societies. The consortium should also seek input from relevant
stakeholders such as technology developers, healthcarademyv health technology
assessment agencies and patients, with special regard to endpoints that are relevant for
patients. The composition of the consortium should ensure a broad geographical
representation of European countries. Sex and gender aspmdts Isb taken into account in
carrying out the relevant activities.
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Proposals should complement or build on existing work, including results efided
research projects and Joint Actions in the field of medical devices evaluation, and related
activities like e.g. those of the Competent Authorities for Medical Devices (CAMD) and the
successor Medical Devices Coordination Group (MDCG).

Proposals could consider the involvement of The European Commission Joint Research
Centre (JRC) to provide added valemarding aspects like interfacing among the different
stakeholders (e.g. developers and regulatory bodies) or contributing to European and
international harmonization. In this respect the JRC is open to collaborate with any successful
proposal.

The Commision considers that proposals requesting a contribution from the EU of between
EUR 1 and 2 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amount.

Expected Impact

1 Higher quality and reliability of clinical data needed for conformity assessment and
continuous market access

1 Improved knowledge of relevant legislative frameworks and regulatory requirements
among all stakeholders involved iretdevelopment of highisk medical devices

1 Improved evidence on safety and efficacy of higtk medical devices for the benefit of
the patient and health systems.

Type of Action Coordination and support action

The conditions related to this topic are gwided at the end of this call and in the General
Annexes.

SCI-HCO-19-2020: Reliable and accessible information on cell and gebeased
therapies

Specific ChallengeCell and gendased therapies have the potential to treat many debilitating
diseases andaditions. However, the pace of their clinical development does not meet public
expectations. They face difficulties reaching patients beciase alia the complexity and

costs of product development, regulatory hurdles and thehaononized procedure®r
reimbursements. In addition, there are concerns over patient safety due to the use of unproven
treatment® 69

Scope Proposals should offer wedtructured and detailed strategies to convey accurate and
up-to-date information on cell and gebased tRrapies using multiple contemporary

68 https://blogs.scientificamerican.com/nebleg/embryoniestemcells-causecanceti-2009-02-19/
69

https://www.senato.it/application/xmanager/projects/leg17/file/répagielazioni/libreria/nov
ita/ XVII/IC -41 stamina.pdf
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modalities, including a website. The consortium should consist of diverse actors and could
include experts in science communication, p ¢
and academic researchers as wellhesmajor European learned societies in the field. They

should provide expertise across the field of human stem cells, regenerative medicine; genome
editing and gene therapy. All communication material/information should be translated to
English and propgals should provide a detailed strategy on the linguistic approach of
dissemination in order to reach a large EU audience. The website should-breendgr and

should contain tailored sections dedicated to at least researchers, patients, and the public.

For broader audiences proposals should create a reliable, transparent, accessible resource for
patients to make informed decisions and for citizens to have access to scientifically viable
information on cell and gerAgased therapies, including sex anddgraspects when relevant.
Proposals should provide staiBthe-art strategies to engage the public and foresee regular
evaluation of whether they reach the targeted audiences. In addition, a series of
communication events should be organised, also opethd public, where innovative
technologies could be presented and discussed.

For the research community, proposals should create an information source on the practical
steps needed for cell and gdmesed therapy development. Proposals should provide-a on
stop shop on where to seek further information and guidance relating to manufacturing
guidelines, regulatory requirements, intellectual property rights, market acceptability and
ethical matters. Proposals should provide a strategy on how they will Wwalseegulatory
agencies (e.g. national agencies, the European Medicines Agency’{ENtf%e Heads of
Medicines Agencies (HMA) network, EUnetHTA? network). Finally, proposals should
include a realistic sustainability plan which explores how the ownerdhipe information

will be structured, and propose a defined organisation to take responsibility, manage and
administer the information, and to which authorities/organisations the information will be
delivered at the end of the project. Sustainability khtwe ensured for at least 5 years after

the end of the project.

The Commission considers that proposals requesting a contribution from the EU between
EUR 1.5 and 2 million would allow this specific challenge to be addressed appropriately.

Nonetheless, tkidoes not preclude submission and selection of proposals requesting other
amounts.

Expected Impact

1 Better informed decision making by patients and the public, due to objective, accurate
and transparent communications of the latest developmentsaemndl treatments
available in the field in order to avoid misconceptions

70 European Medicines Agency: httpu/w.ema.europa.eu/en

i The Heads of Medicines Agencies is a network of the Heads of the National Competent Authorities
whaose organisations are responsible for the regulation of medicinal products for human and veterinary
use in the European Economic Aigép://www.hma.eu/

72 EUnetHTA Joint Action 3 is a European network of national/regidéiir A bodies under the EU Third
Health Programme http://www.eunethta.eu
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1 Better informed decision making by regulatory and healthcare authorities, due to better
access to reliable and updated information, and to stronger synergies and knowledge
sharing baween decisiormakers and other stakeholders including advanced therapies
learned societies.

1 Improved products development, by providing the research community and patients with
a highquality information source.

Type of Action Coordination and supportion

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

1.3 Infectious diseases and improving global health

This priority will tackle infectious diseases and the health of vulnerable groups. Taking a
'One Health- and a more personalised approach, it will target the improvement of risk
assessment and surveillance tools, the development of innovative medical countermeasures
addressing in particular antimicrobial resistance, emerging aneemerging infectios
diseases (public health emergencies) and povetted and neglected diseases. It will
address lowvaccine uptake. Also relevant to this priority are maternal and newborn health,
global collaboration on nowommunicable diseases and on brain reseanghscaling
interventions in specific diseases to populations in-dod middleincome countries and in
vulnerable populations of higimcome countries and the connection between global health
and extensive migration waves. This priority links to the EDGH® EU and WHO (World
Health Organisation) Global AMR (AntiMicrobial Resistance) action plans, the European
One Health Action Plan against Antimicrobial Resistanttee global coordination of
emerging infectious diseases research, and further flatdtial research initiatives.

The key expected impact of this priority is to prevent, detect and treat priority diseases
worldwide. Additional impacts are: (i) to position the EU as a leading partner in the
promotion of global health and the fight against inik@aes diseases; (ii) to support research
preparedness for epidemics and development of vaccines and medicines for communicable
and noncommunicable diseases; (ii) to implement the GIoRID(Global Research
Collaboration for Infectious Disease Preparednemsd GACD (Global Alliance for Chronic
Diseases) agendas as well as the related G7, G20 and WHO actions; (iv) to provide evidence
for addressing migratiomelated health issues.

Proposals are invited against the following topic(s):

SC1-BHC-13-2019: Mining big data for early detection of infectious disease threats
driven by climate change and other factors

Specific ChallengeA range of factors is responsible for the-Yeenergence of infectious
disease threats, including antimicrobial resistance, altering the epidemiology and spread of
disease in a changing global environment. These include drivers such as climate change and
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associated environmental impacts, population growth, unplanned urbanisation and high
mobility, as well as animal husbandry or intensive farming practices.

At the same time, tools for infectious disease diagnostics and surveillance are evolving
rapidly, allaving for ever more accurate diagnosis in ever shorter time. The use of next
generation sequencing combined with surveillance data, health registries and societal data
from informal/nontraditional sources (e.g. social media) holds promise for improving
individual and population health. Current advanced IT technologies offer the opportunity to
integrate such big data sets and could enable the rapid and personalised treatment of infected
patients, and bolster the detection, tracking and control of infeatisease outbreaks.

Scope It is expected that proposals develop:

1. the technology to allow the pooling, access, analysis and sharing of relevant data,
including next generation sequencing;

2. the innovative bianformatics and modelling methodologies thatlgaaisk modelling
and mapping; and

3. the analytical tools for early warning, risk assessment and monitoring-yEnferging
infectious disease threats.

Proposals should be able to demonstrate the feasibility of such extended data mining for the
purposes otlined above, as well as its European level added value. The-teadyg

analytical tools and services that are developed should be based on an assessment of the needs
of potential enelsers in the Member States and on European level, should as fasdsdepo

build on and be compatible with existing European initiatives, and should remain available for
public use at the end of the project at a reasonable cost.

Proposals should be transdisciplinary and ensure an integrated One Health approach by
linking data from a wide range of relevant sources depending on the infectious disease threat.
These may include human (e.g. community, hospital or laboratory health services) and animal
health surveillance, health registries, microbial and viral genomic dataidingl next
generation sequencing), pathogen resistance data, mapping of vectors, climate and
environmental datd as well as societal data that are correlates of disease; possible sex and/or
gender differences should be taken into account. Solutions fas gapexisting data
(addressing both a lack in quality and quantity) should be proposed.

Solutions for interoperability between different data sources should be addressed and
integrated. It is expected that qualdgntrolled data are shared in accordamcéhée general
concepts of the FAIR principles. The use of harmonised protocols in collaboration with
other actors is recommended for this purpose. Appropriate regulatory and governance
mechanisms need to be foreseen, taking into account different deiteg steeds, as well as

data privacy and data security aspects for the different types of stakeholders providing and

I The use of climate change data from Copernicus is encoukdigeficlimate.copernicus.eu/
4 Findable, accessible, interoperableusablehttps://www.forcell.org/group/fairgroup/fairprinciples

Part 8- Page49 of 203


http://climate.copernicus.eu/
http://https/www.force11.org/group/fairgroup/fairprinciples

Horizon 2020- Work Programme 20182020
Health, demographic change and wellbeing

analysing data. The technology and tools developed should be functional outside of outbreaks
(i.e. in "peace time"), so that all stakehoklervolved develop a routine use of them. At the
same time, flexibility is needed to enable adaptation to different outbreak contexts and
situations. The proposal shall foresee, in case of public health emergencies, open access to
data at the moment it igenerated or no later than one month thereafter subject to any
safeguards required to protect research participants and patients, in accordance with the
relevant options in Article 29.3 of the Model Grant Agreement.

The use of advanced IT technologies Ihkigh performance computing, or ghaalisation

datd® are anticipated. The use of European health reseasihfr@structures such as those
included under CORBEFEis encouraged where relevant. The successful proposal(s) should
foresee to consult with thendusers at both national (e.g. public health institutes) and
European (e.g. ECDC, EFSA) level at key milestones of the project's timeline. If more than
one proposal is selected, they are expected to collaborate. In addition, coordination will be
neededwith the selected proposal from the Horizon 2020 call topic-33017 on the
establishment of a European Joint Programme on One Health.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 1215 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

1 Strengthened EU preparedness to address threats frgemeeging infectious disese
threats, by making available the appropriate technology and tools for risk modelling and
early threat detection, to support an appropriate public health response.

{ Contribution to the European One Health action plan against antimicrobial resfStance.

1 Contribution to the digital transformation of health and care within the context of the EU
Digital Single Market’®

1 Contribution to achieving Sustainable Development Goal (SDG) 3 and specifically the
targets on 1) combating epidemics, and 2) strengtheniragitaor early warning and
response to health risk8Contribution to achieving of SDG 13 and specifically the
targets on 1) integrating climate change measures into national policies, strategies and
planning, and 2) improving education, awarefa@ésing and human and institutional
capacity on climate change adaptation, impact reduction and early w2fining.

Type of Action Research and Innovation action

75 Use of data from the European global navigation satellite sysgaltigo and EGNOS (Geostationary
Navigation Overlay Service) is encouraged.

76 http://www.corbelproject.eu/home.html

m To be published mi@017.

8 https://ec.europa.eu/commission/priorities/digitaigle market _en

9 http://www.un.org/sustainabledevelopment/health/

80 http://www.un.org/sustaabledevelopment/climatehange?/
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The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-14-2019: Stratified hostdirected approaches to improve prevention,
treatment and/or cure of infectious diseases

Specific ChallengeDespite major advances in development of new drugs and vaccines
against infectious diseases, many of the theragidgpreventive measures do not result in the
expected favourable health outcomes for various reasons. The pathogen might be resistant to
the treatment, or a required immune response might not be provoked to contain the infection;
the used drug might notaeh the pathogen, or the pathogen might escape the host defence
mechanisms. In addition, each individual might be responding differently to the intervention,
making it difficult to make one intervention fit all patients. A promising avenue to overcome
tredment failure in infectious diseases is to develop novel therapeutic or preventive
approaches on the basis of specific factors identified in the host or theatosgen
interaction. This approach provides the basis for stratification of individuals bastu:se
characteristics and tailor the treatment or the preventive measure accordingly.

Scope Proposals should test emerging concepts in drug and/or vaccine development in order
to address the problem of antimicrobial drug resistance and to optimiapehéc, curative

or preventive measures against infectious diseases of major concern for Europe. Proposals
should capitalize on knowledge of the role of host factors, imruodulators or of host
pathogen interactions influencing disease outcome thatbeantilized to strengthen the
response to treatment or prevention measures. This should lead to new enhanced therapies,
cures and/or preventive measures. Differences in factors such as age, gender and genetic
variation among the human population shouldaken into consideration.

The proposals should focus on late-pliaical and/or clinical research, supporting proof of
concept and selecting relevant biomarkers for clinical validation. They should take advantage
of existing or newly established cohottshelp identify factors for predicting the course of

the disease and its response to the intervention in stratified patients.

The downstream constraints for the uptake of the intervention by national health systems
should be taken into account. The sultah) acceptability and adaptability of the
interventions to be developed should be addressed and assessed for different population
groups and will thus require expertise from the social sciences and the humanities.

The Commission considers that proposalguesting a contribution from the EU of between

EUR 6 and 10 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

1 Increase Europe's capacity to control infectious diseases.
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1 Enriched product development pipelines with novel, potentially more effective, targeted
treatments, cures and/or preventive measures for infectious diseases and/or validated
biomarkers with poterdi for rapid uptake into clinical practice.

1 Reduced burden of major infectious diseases.

i Contribute to the achievement of tleuropean One Health Action Plan against
Antimicrobial Resistance

1 Contribute to the achievement of the Sustainable Development Goal 3, ensure health and
well-being for all, at every stage of life.

Type of Action Research and Innovation action

The conditions related to this topic are provided at ted of this call and in the General
Annexes.

SC1-BHC-152018: New antiinfective agents for prevention and/or treatment of
neglected infectious diseases (NID)

Specific ChallengeNeglected Infectious Diseases (NIDs) diseases are responsible for a
significant health and socioeconomic burden in large parts of the world, particularly in
resourcepoor countries, however some (e.g. leishmaniasis, Chagas disease) are increasingly
becoming a concern for Europe too, driven by factors like the climate change and
globalization. Despite a significant effort to develop new drugs to treat these diseases over the
past 10 years, existing therapies suffer from various shortcomings, namely, a high degree of
toxicity and unwanted effects, as well as treatment regimens lefigthy or parenteral that
discourage compliance and increase the emergence of resistance. Vaccines can also be a
major tool for the control of NIDs, particularly given the limitations of mass drug
administration strategies, but currently the only majdd$\or which licensed vaccines exist

are rabies and dengue. Development of new, more effective, safe and affordable treatments
and vaccines for NIDs is therefore an urgent need.

In the last few years, increased awareness and funding for NIDs has resulted i
identification and preclinical development of several treatment and vaccine candidates against
various NIDs. However, the typical NIDs 'market failure' (i.e. high risk and low potential
return) discourages the uptake and costly further developmenhest candidates by
pharmaceutical and biotechnology companies. Targeted public funding is therefore necessary
to bridge the gap between preclinical and clinical development, and help advance existing
candidates along the development pipeline.

Scope Thetopic bridges the gap between preclinical and early clinical development of drugs
and/or vaccines against neglected bacterial and parasitic diSed$esefore, the proposed

81 For the purpose of this call, eligible neglected diseases are: childhood diarrhoeal diseases, kinetoplastid
diseases (human African Trypanosomiasis, leishmaniasis, Chagas disease) and helminth
(Schistosomiasis, seifarsmitted helminthiases, fodabrne trematodiases, filariasis, Onchocerchiasis,
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actions should focus on late preclinical (e.g. validation in animal modelsolmyyc Good
Manufacturing Practices (GMP) production, preparation of Investigational Medicinal Product
Dossier) and early clinical (up to phase 1) development of already existing lead drug and
vaccine candidates. Multidisciplinary platforms bringing togethcademic and industry
research teams, from European and diseasemic countries, with the capacity to exploit
existing experience and propose innovative solutions addressing several relevant pathogens
are particularly encouraged. Sex and gender éffiegs should be taken into account where
relevant.

The downstream constraints of candidates for the effective deployment and uptake by limited
resources public health systems should be taken into account by the proposed action:

7 It should address the follomg key elements of the targetoduct profile (TPP):
suitability, acceptability, adaptability of the intervention to be developed for different
population groups, including particularly vulnerable ones (e.g. women and children),
served by underesourcedealth systems.

7 It should also address issues that permeate and often impede access such as: optimal
route and dosing or immunization regime;sgaling of manufacturing, registration and
pre-qualification, distribution and fieldeployment logistics (e.gtoring temperatures),
and the predicted cost per patient of the final product.

1 Ultimately, the proposed action should include a clear pathway through the different
necessary steps (research, manufacturing, regulatory approvals and licensing, IP
managemen pricing etc.) in order to allow uptake by health systems in lirriégsdurce
settings.

Due to the specific challenge of this topic, in addition to the minimum number of participants
set out in the General Annexes, proposals shall include at leasadimgppnt from disease
endemic countries.

Please note that this topic is part of the lump sum funding pilot scheme. Funding for grants
awarded under this topic will take the form of lump sums as defin€drimmission Decision
C(2017)7151 of 27 October 201Details of the lump sum funding pilot scheme are published
on theParticipant Portatogether with the specifiMModel Grant Agreement for Lump Sums
applicable.

The Commissiorconsiders that proposals requesting a contribution from the EU of between
EUR 5 and 10 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amaunts.

Expected Impact

taeniasis/cysticercosis, dracunculiasis, echinococcosis) diseases, as well as bacterial diseases like Buruli
ulcer, leprosy, yaws and mycetoma. Neglected viral diseases arcgfigaxcluded from this topic.
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1 Increase the number and quality of treatment and vaccine candidates for neglected
infectious diseases appropriate for implementation and uptake by health systems with
limited resources.

1 Reduce the NIDs disease burden and tbeaial and economic consequences, and thus
contribute to achieving the United Nation's Sustainable Development Goals 1 (No
Poverty), 3 (Good Health and Waideing), 5 (Gender Equality), 10 (Reduced
Inequalities) and 13 (Climate Change).

1 Strengthen the pifiee of products available to proceed into further development and
clinical testing and, if appropriate, within the context of the European and Developing
Countries Clinical Trials Partnership (EDCTP2).

Type of Action Research and Innovation action Lu®pm

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SCI1-BHC-16-2018: Global Alliance for Chronic Diseases (GACD)- Scalingup of
evidencebased health interventions at population level for the prevendn and
management of hypertension and/or diabetes

Specific ChallengeThe Global Alliance for Chronic Disea$é§GACD) aims to coordinate
research on chronic diseases at a global level in order to enhance knowledge exchange across
individual projects, and to better understand the impact of ®wtoomic, cultural,
geopolitical and policy on research findings, sot@ appropriately adapt interventions and
scaleup to different geographical, economic and cultural settings. The GACD call will
support research associated with the saopleof interventions for the prevention and/or
management of hypertension and/orbéis in low and middleincome countries (LMIE)

and/or in vulnerable populations in high income countries (HIC).

Hypertension affects one billion people worldwide and is a major contributor to the growing
global pandemic of cardiovascular disease andkstrlt is estimated that raised blood
pressure indirectly currently kills approximately 8 million people every 8feawhile
cardiovascular disease accounts for approximately 18 million deaths®3 gearly one third

of total deaths. Not only is hypert@an more prevalent in LMIC, there are also more people
affected because a larger proportion of the population live in those countries than in HIC.

Poor hypertension control and the absence of strategies to maintain normal blood pressure,
particularly in LMICs and in vulnerable populations in HIC, reflect the challenges of effective
and affordable implementation in healthcare and other sectors.

82 http://www.gacd.org/

83 World Bank country classification based on estimates of gross national income per capita:
databank.worldbank.org/data/download/itntent/CLASS . xIs

84 Forouzanfar et al. JAMA. 2017;317(2):1682.d0i:10.1001/jama.2016.19043

85 Roth et al. J Am Coll Cardiol. 2017 May 15. pii: SO7BE7(17)372448.
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In the past twenty years the global death rate from diabetes has doubled and the World Health
Organisation is predting that this will increase by two thirds by 2030. It is currently
estimated that 422 million adults worldwide suffer from diabetes of which 80% are from
LMIC. In 2012, an estimated 1.5 million deaths were directly caused by diabetes and another
2.2 milion deaths were attributable to high blood gluébse

Identifying and evaluating interventions to assess efficacy is not always enough to ensure
their wide uptake in the reatorld. Even when information, tools and interventions have been
tested within relaworld effectiveness studies, the development of knowledge to support their
broader uptak¥ has often remained outside the remit of research. Effectively implementing
and scalingup interventions, programmes, and policies to the regional and natiorlal dese
persistent challenges.

It is essential that policy makers, communities, families, caregivers, patients, as well as
healthcare practice and other settings are equipped with evidased strategies to integrate
scientific knowledge and effective arventions into everyday use. Researchers have found it
challenging to ensure that tools and interventions deemed efficacious within clinical or
communitybased trials are readily adopted and implemented. Seatingterventions to

large populations is @ straightforward task. In practice, translation from a pragmatic trial
to the realife commissioning and continuous delivery of an intervention across a health
system is a huge political and economic challenge. Without intentional, guided efforts to
sale-up, a new evidenebkased intervention might not be broadly implemented.

Scope Proposals must focus on the seafe of interventions at population level for
hypertension and/or diabetes prevention and/or management in LMIC, and/or in vulnerable
populatons in HIC. Proposals addressing comorbidities with either hypertension or diabetes,
including between them, are encouraged.

Proposals must align with commitments or planned commitments at a regional or country
level to implement evidendeased intervendns (including evidence of cesftfectiveness and
affordability) across health or other sectors. Policymakers, intervention payers (excluding
research funding agencies), researchers (including local researchers), implementers and
beneficiaries should be vnlved at all stages of the intervention development and
implementation design to identify the challenges to intervention delivery in real settings. Such
partners will be integral to the success and sustainability of the programme and it is essential
thatthey are engaged early, and participate actively in the design of the research proposal.
Researchers should coll aborate closely with
delivery. Those authorities must pay for and provide the interventiorsbfyodhrough loans
contracted from development banks or other financial providers. Proposals will carry out the
research associated with the sagpeof the intervention.

86 WHO Global report on diabetes: http://www.who.int/diabetes/glogabrt/en/

87 For instance: cost and financing of the intervention, provider trairangjlability of resources,
integration into healthcare systems, delivery to vulnerable or diffiotritach populations, monitoring
the quality of intervention delivery
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Proposals must build on evideAgoased interventions (including evidence of e€ost
effectiveness and affordability) for the respective population groups under defined contextual
circumstances and should seek to replicate and -spalenterventions. The selected
interventions to be scalag should have been proven to be equitable, safectef, and
efficient as well as making local health systems and health services more responsive and
personcentred. In particular, proposals should:

1 Be targeted at the regional or national level.

1 Identify, develop, test, evaluate and/or refine strate¢pescaleup evidencebased
practice& into public health, clinical practice, and community settings.

1 Identify, understand, and develop strategies for overcoming barriers to the adoption,
adaptation, integration, scalp and sustainability of evident@asel interventions,
tools, policies, and guidelines. They should address a range ofugcaleallenges,
including complex processes, inefficient use of resources, inequitable allocation of
resources, and supply and demand barriers to segtirmynd sustainalliy.

1 Identify, understand, and develop strategies for measuring the unintended consequences
of intervening at a system level.

1 Use scalaip methods, tools, and approaches to enhancing equity, efficiency, -people
centred, and responsive health systems, ptimgp a culture of evideneaformed
learning, engaging stakeholders, and improving decisions on policies and programmes to
achieve better health outcomes.

1 Be aligned with existing policies, programme management, monitoring and evaluation
processes. They ay include important shifts in the practices, incentives, and
engagement of global, national and regional health policy, regulatory frameworks,
management, research, publication, and civil society stakeholders.

1 Include health economic assessments as agratpart of the proposed research.

1 Demonstrate that policy makers and health authorities are supportive of, and have been
engaged in designing the research proposal.

Proposals should be multidisciplinary and cresstorial. Relevant gender and cultural
aspects, as well as vulnerable populations, should be taken into account. Proposals may build
on previous hypertension and diabetes projects supported under the GACD that have
demonstrated the potential for impact.

The proposal will cover the researchward the scaling up of the interventions. The research
may cover:

9 Identification of the best evidendmsed interventions;

88 For instance: behavioural interventions; prevention, early detection, diagnasittnent and disease
management interventions; quality improvement programmes
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1 Definition and implementation of optimum scalp methods (e.g. pilots in multiple
settings, defining a scalable unit);

1 Embed reatime monitoring/evaluation to refine protocols and ensure adaptability and
effective uptake;

9 Evaluation of health outcomes;

1 Where appropriate, make recommendations for the replication of the appliediscale
interventions to other countries or very larggions.

Research under GACD involves regular exchange of research findings and information across
participating projects by means of crge®ject working groups and annual joint meetings.
Wherever feasible, projects should harmonise and standardised#taircollection and
exchange data. Applicants must budget for annual costs of having two team members
participate in one annual fateface meeting of the Annual Scientific Meeting (location to
vary annually).

The Commission considers that proposals estjng a contribution from the EU of between

EUR 2 to 4 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected Impactone ofor combinations of):

1 Enhanced programmes and policies that can significantly reduce the numbers of patients
with hypertension and/or diabetes through prevention.

1 Enhanced programmes and policies that can significantly increase the number of patients
for whom hypertension and/or diabetes was previously undetected.

1 Enhanced programmes and policies that can significantly increase the number of patients
for whom hypertension and/or diabetes is controlled.

1 Enhanced effective, efficient, equitable and sustaindidalth systems, to lesser
inequalities and greater health equity and additional societal benefits, in the medium and
long-term.

1 Improved health services more responsive to the need of the comorbidities of
hypertension and diabetes and other-oommunicale diseases.

1 Recommendations to translate findings to other countries or very large regions.

1 Contribute to the attainment of the sustainable development goals foononunicable
diseasé®.

Type of Action Research and Innovation action

89 https://sustainabledevelopment.un.org/sdg3
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The conditionsrelated to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-17-2020: Global Alliance for Chronic Diseases (GACD} Prevention and/or
early diagnosis of cancer

Specific ChallengeThe Global Alliance for Chronic Disea$8¢GACD) call will focus on
implementation research proposals for the prevetitamd/or early diagnosis of cancer in
Low and Middlelncome Countries (LMIC) and/or in vulnerable populati¥nis High-
Income Countries (HICS.

The world is facing a critical lathcare problem due to ageing societies, unhealthy lifestyles,
sociaeconomic inequalities, and a growing world population. Cancer is becoming one of the
most important public health problems worldwide. In 2018, it is estimated that 181 ffillion
people hae been diagnosed with cancer and 9.6 million have died from it. Predictions
suggest that 30 million people will die from cancer each year by 2030, of whickgtragers

in low- and middleincome countries (LMICs).

With an estimated 380% of avoidable ancers, it is a leading cause of premature death,
reducing a countryds productivity. Current
ethnic, cultural, environmental, soesconomic and resource differences. In particular,
limited implementationresearch is conducted on cancers primarily found in LMICs and
vulnerable populations in HIC. In order to achieve the United Nations' sustainable
development goal 34 implementation research and healthcare efforts are needed to prevent
and control cancelis these countries and populations.

Scope Proposals should focus on implementation research for the prevention and/or early
diagnosis of cancer on in LMIC and/or in vulnerable populations in HIC. Proposals should
build on interventions with promising @roven effectiveness (including ceeffectiveness)

for the respective population groups under defined contextual circumstances. For promising
interventions, a limited validation period can be envisaged. However, the core of the research
activities should focus on their implementation in rede settings. The proposed
interventions should gendegsponsive.

The aim should be to adapt and/or upscale the implementation of these intervention(s) in
accessible, affordable and equitable ways in order to imptioeeprevention and early
diagnosis of cancer in reble settings. Interventions should meet conditions and
requirements of the local health and social system context and address any other contextual
factors identified as possible barriers.

Each proposahould:

90 http://www.gacd.org/

o1 Tertiary prevention is excluded from the topic.

92 Proposals should demonstrate the vulnerability of thgetad population in HIC.
93 https://databank.worldbank.org/data/download/sdatent/CLASS.xls

94 GLOBOCAN and CONCOREB

95 https://www.un.org/sustainabledevelopment/health/
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Focus on implementation research addressing prevention, and/or early identification strategies
derived from existing knowledge about effective and/or promising interventions.

For screening interventions, the pathway to referral for positive shsetd be included.

Include a strategy to test the proposed model of intervention and to address the socioeconomic
and contextual factors of relevance to the targeted region and community.

Lead to better understanding of key barriers and facilitatdexal, national and international
level that affect the prevention and/or early diagnosis of cancer.

Include health economics assessments as an integral part of the proposed research, including
considerations of scalability and equity.

Propose a pathway #mbed the intervention into local, regional or national health policy and
practice, addressing:

A strategy to include policy makers and local authorities (possibly by being part of the
consortium), as well as other relevant stakeholders such as comgnanips, patient groups,
formal and informal carers and any other group, where ever relevant from the beginning of
the project, which will contribute to the sustainability of the intervention, after the end of
project.

Relevance of project outcomes/evidefmescaling up the intervention at local, national and
international level and then scalad appropriateness with respect to the local social, cultural
and economic context.

Research under GACD involves regular exchange of research findings and irdorataitiss
participating projects by means of crge®ject working groups and annual joint meetings.
Wherever feasible, projects should harmonise and standardise their data collection and
exchange data. Applicants must budget for annual costs of havingeamo members
participate in one annual fateface meeting of the Annual Scientific Meeting (location to
vary annually). Applicants must budget their involvement in GACD working groups and other
GACD wide activities, beyond their projects.

The Commissiortonsiders that proposals requesting a contribution from the EU of between
EUR 1 to 3 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpacfThe proposals should address one of or combinations of:

1 Advance local, regional or national cancer prevention and/or early diagnostic health
policies, alleviating the global burden of cancer;

1 Establish the contextual effectiveness aaincer intervention(s), including at health
systems level;
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1 Improve tailored and affordable prevention and/or early diagnosis;

1 Provide evidence and recommendations to national programmes and policies focusing on
prevention, screening, and/or early diagnosis

1 Inform health service providers, policy and decision makers on effective scaling up of
cancer interventions at local, regional, and national levels, including affordability aspects
for users and health providers;

1 Reduce health inequalities and inequitiescluding due consideration of so€io
economic, gender and age issues where relevant, in the prevention and/or early diagnosis
of cancer at both local and global levels;

1 Provide pathway to cancer care for the patients diagnosed with cancer;

1 Maximise the se of existing relevant programmes and platforms (e.g. research, data,
and delivery platforms);

1 Contribute to the United Nations' Sustainable Development Goal 3.4.

Type of Action Research and Innovation action

The conditions related to this topic are pridled at the end of this call and in the General
Annexes.

SC1-BHC-18-2018: Translational collaborative cancer research between Europe and the
Community of Latin American and Caribbean States (CELAC)

Specific ChallengeThe world is facing a critical healthcare problem: due to a growing and
aging population increasingly exposed to a number of-kvellvn and new risk factors,
cancer is becoming one of the most important public health problems worldwide.

In 2012, the incidnce of new cancer cases in the Community of Latin American and
Caribbean States (CELAC) countries was 1.1 million, with 0.6 million deaths; in Europe the
incidence was 3.45 million new cases, with 1.75 million déatioreover, about twehirds

of all cancer deaths occur in lovand middleincome countries and incidence and mortality
are expected to increase by about 75% in these countries by/.2030

Current cancer care does not fully reflect ethnic, cultural, environmental and resource
differences. In addon, limited research is being conducted on tumours primarily found in
CELAC countries.

There is a need to establish evidence obtained through internationgjuailiy translational
collaborative research to tailor cancer control to specific patrenpg.

%6 http://www.iarc.fr
97 http://www.iarc.fr
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Scope Proposals must focus on translational and multidisciplinary research to identify
specific patient groups in view of improving one or more of the following aspects: screening,
early detection, diagnosis, and/or prognosis.

Proposals must buil on the diverse genetic backgrounds, risk factors, cancer inctence
geographical environment, and/or different healthcare models (including social care and
volunteers) in European and CELAC countries.

Proposals may integrate molecular, behaviouraljtrartal, clinical, social and environmental
epidemiology® data from cohorts; registries; biobanks; repositories; research infrastructures;

Considerations of effectiveness and potential clinical benefit should be integrated in the
proposals where relevant.

Specific population age groups, sex and gender aspects;esariomic, ethical, ethnic,
cultural, lifestyle and behavioural factors and any other-hemith related individual
attributes should be taken into consideration where relevant.

Due to the spedif challenge of this topic, in addition to the minimum number of participants
set out in the General Annexes, proposals shall include at least two participants from two
different CELAC countrie'$°.

The Commission considers that proposals requesting almatidn from the EU of between

EUR 2 to 4 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpacfThe proposals should diess one of or combinations of:

1 Identify highrisk populations with a view to tailor early detection and diagnosis or to
optimise prevention.

1 Improve early detection and/or diagnosis and/or prognosis of cancer adapted to specific
settings.

1 Provide evidene to national programmes and policies focusing on screening, early
detection and/or diagnosis and/or prognosis.

1 Provide novel opportunities for the development of targeted therapies.

| Contribute to attaining sustainable development goals forcnormunicalé diseaseé§*

98 For instance, cancers proportionally more frequent in the CELAC region include gastric, cervical,

gallbladder, childhood leukaemia

including environmental carcinogens, e.g. in homes, occupational, urban and rurgtsetti

100 CELAC countries: Antigua and Barbuda, Argentina, Bahamas, Barbados, Belize, Bolivia, Brazil, Chile,
Colombia, Costa Rica, Cuba, Dominica, Dominican Republic, Ecuador, El Salvador, Guatemala, Haiti,
Grenada, Guyana, Jamaica, Honduras, Mexico, Nicard@anama, Paraguay, Peru, Saint Lucia, Saint
Kitts and Nevis, Saint Vincent and the Grenadines, Suriname, Trinidad and Tobago, Uruguay,
Venezuela.

99
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Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-19-2019: Implementation research for maternal and child health

Specific ChallengeEad year, an estimated 2£3million women become pregnant and 140
million newborn babies are delivered. However, many of the women and infants receive no
appropriate care or care that is below eviddmased standards; others suffer from ever
medicalisationAccess to quality care, during and after pregnancy, is essential to ensure good
maternal health and the favourable early development of the child.

The gap between countries with the lowest and highest maternal mortality rates has doubled
between 1990 and013 and huge differences exist within countries in Europe and globally.
The burden of maternal mortality in both contexts falls disproportionately on the most
vulnerable groups of women and girls: Every day approximately 830 women die from
preventable caes related to pregnancy and childbirth; 99% of maternal deaths occur in
developing countrie§?

Although there is a consolidated evidence base of what works in improving maternal and
newborn health, the "knowledg®" gap has not been bridged and evideraset guidelines

are insufficiently implemented or integrated in routine training and service provision.
Therefore, more and better targeted implementation research is needed.

Scope Proposals should focus on implementation resététr improving maternaknd

child health with a focus on the first '1000 days' from pregnancy until two years #age.
This research can take place in either high income countries or low and middle income
countries, or in a combination thereof.

The implementation research in first 1000 days may cover:

1 new or improved health service delivery interventions that strengthen maternal and child
health; and/or

1 the scaling up and/or adapting of existing evideloased interventions to new contexts.

Neither preclinical research noclinical trials in the context of product development are
within the scope of this call.

101 https://sustainabledevelopment.un.org/sdg3

102 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4727534/

103 WHO, Maternal mortality fact sheet (n. 348), Nov 2015 -
http://www.who.int/mediacentre/factsheets/fs348learicet Series on Maternal Health (2016).

104 'Implementation Research is the scientific study of methods to promote the systematic uptake of clinical

research findings and other evideti@sedpractices into routine practice, and hence to improve the
quality (effectiveness, reliability, safety, appropriateness, equity, efficiency) of health care. It includes
the study of influences on healthcare professional and organisational behaviour

105 LancetSeries on Maternal and Child Nutrition (2013).
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The research should take into account the specificities of different contexts and situations.
The research should be integrated from different perspectives, e.qniskeg the
interdependent relationship between mother and child; addressing prevention, health
promotion and treatment; allowing for the specific needs of vulnerable groups (e.g. preterm
infants, adolescents, migrants); addressing different concurrentl@gies; avoiding the
creation of parallel or vertical programmes, etc;. Research may cover physical and/or mental
health, as well as communicable and qwommunicable diseases. The integration of social
sciences including gender analysis and the use ieédnmethods researtff is strongly
encouraged. In addition, particular attention should be given to equity issues.

The interventions should build on but may go beyond existing-sfdtee art knowledge on
biological, psychological and social determinaotamaternal and child health. Research is
expected to be carried out in continuous partnership, in particular with thesers] i.e. the
concerned women, the fathers, and their community, in addition to policy makers, politicians,
and the media, to enguthat evidence can be translated into policy and practice.

The Commission considers that proposals requesting an EU contribution between EUR 2 to 4
million would allow this specific challenge to be addressed appropriately. Nonetheless, this
does not precde submission and selection of proposals requesting other amounts.

Expected Impact

1 Researcksupported solutions to maternal and child health challenges.

1 Providing evidence of successful and/or innovative approaches for bridging the
"knowledgedo" gapin improving maternal and child health.

1 Better understanding of scaliup processes with regard to different contexts and
resource requirements.

1 Contribution to the achievement of SDGs 2 on improved nutrition (target 2), Goal 3 on
health (targets 1 and 2 on maternal and child health) and Goal 5 on gender equality
(targets 1 and 6) and Goal 10 (on reducing inequality within and between countries).

Applicants may be interested in a separate but connected call topic on "Food systems Africa"
under Societal Challenge 2.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in thee@én
Annexes.

106 broadly defined as research in which the investigator collects and analyzes data, integrates the findings,

and draws inferences using both qualitative and quantitative approaches or methods in a syngte stud
a program of inquiry http://journals.sagepub.com/doi/pdf/10.1177/2345678906293042
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SC1-BHC-20A-2020: Precommercial procurement (PCP) for integrated care solutions

Specific ChallengeThe challenge is to enable public procurers to collectively implement
PCPs in order to close the gap between supply and demand for innouteéy@ted care
solutions. The objective is to bring radical improvements to the quality and efficiency of
public services and service delivery by encouraging the development and validation of
breakthrough solutions through Reemmercial Procuremefit.

Saope PCP actions targeting consortia of procurers with similar procurement needs that want
to procure together the development of innovative integrated care solutions to modernize
public services whilst creating growth opportunities for industry and i&@s&arin Europe in
addition to new markets. These can include, but are not limited to formal or informal
organisational solutions, persotiedalth and sel€are solutions, professional care solutions
and ICT-based solutions. This topic is open to propokal$CP actions in all areas of public
sector interest requiring innovative integrated care solutions. It is open both to proposals
requiring improvements mainly based on one specific solution/technology field, as well as to
proposals requiring enr-end solutions that need combinations of different innovative
solutions from the healthcare point of view.

Proposals should demonstrate sustainability of the action beyond the life of the project.
Activities covered should include cooperation with policy makier reinforce the national
policy frameworks and mobilise substantial additional national budgets for PCP and PPI,
collaborating with respective EU funded projects in the area, as well as awareness raising,
technical assistance and/or capacity buildingotber procurers beyond the project to
mainstream PCP implementation and to remove obstacles for introducing the innovative
solutions to be procured into the market.

The Commission considers that proposals requesting a contribution from the EU of up to
EUR 5 to 6 million (corresponding up to 90% of the total budget) would allow this specific
challenge to be addressed appropriately. Nonetheless, this does not preclude submission and
selection of proposals requesting other amounts.

Specific requirements for@P actions are described in part D and E of the General Annexes
of the Work Programme.

Expected Impact

1 Reduced fragmentation of demand for innovative solutions in the area of integrated care;

1 Increased opportunities for wide market uptake and econorhiesate for the supply
side through the use of joint specifications, wide publication of results and where
relevant contribution to standardisation, regulation or certification.

Type of Action PreCommercial Procurement

107 https://ec.europa.eu/digitalngle market/en/preeommercialprocurement
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The conditions related to this tap are provided at the end of this call and in the General
Annexes.

SC1-BHC-20B-2020: Public procurement of innovative solutions (PPI) for diagnostics
for infectious diseases

Specific Challengelmplementation of timely and correct diagnostics for infaidiseases

(ID) that will speed up the identification of the causative infectious disease pathogens,
possible drug resistances and drug susceptibility is crucial for tailoring the antimicrobial
treatment, thus ensuring appropriate antimicrobial drugAisembination of rapid, accurate

and specific diagnostics and correct treatment promises not only to reduce caseloads of multi
drug resistant infections, but also to limit public spending for necessary isolation and
hospitalisation by early and correctlgentifying the appropriate treatment. In practice
however, cost issues hamper the implementation of rapid diagnostics for ID in public health
institutions, as innovative rapid diagnostics are still significantly more expensive than-culture
based diagnostic This issue and the lack of consideration of total cost of care limits the
uptake of innovative rapid diagnostics in hospitals, which could result in a continued
unspecific use of antimicrobials, prolonged hospitalisations and apat@nt centred
provision of care.

Scope This topic will contribute to the EU One Health Action Plan on Antimicrobial
Resistance and should specifically consider the following:

T Devel opment of proposals for OPublic Proc
implementation ofrapid diagnostic tools for infectious diseases in clinical practice.
Proposals should be driven by clearly identified procurement needs of the participating
organisations. In order to ensure compatibility and interoperability between infectious
disease dignostics and avoid technical/technology standardisation issues, public health
procurers should also develop specifications that are applicable faidgdJdeployment
of the innovative diagnostics.

1 Applications should be driven by public and/or privatecprers from each participating
country (at national, regional or local level) that have responsibilities and budget control
in the relevant area of supply of health and care services. They should demonstrate the
applicability of thet ddMoscsus ETCeomdobaen icradd ya @A
border collaboration of public procurers in the EU, defining specific outcome criteria of
importance for patients welleing, and for innovation of public procurement in the area
of infectious diseases and AMR, takialyo into account overall economic and societal
benefits, and sex and gender differences when relevant..

1 Proposals should include clear communication and outreach strategies aiming to actively
promote and support public health procurement organisationbeaithh care providers
across regions and borders of the EU in adopting relevant innovation procurement
approaches. They should specify measures that will ensure the sustainability of solutions
beyond the lifespan of the proposed project.
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1 Synergies with tb Structural Reform Support Program and the European Structural and
Investment Fund are encouraged.

Activities covered should include cooperation with policy makers to reinforce the national
policy frameworks and mobilise substantial additional nationalgbts for PCP and PPI,
searching support and collaborating with respective coordination and networking projects, e.g.
PIPPI and HC@AL2. Likewise, awareness raising, technical assistance and/or capacity building
beyond the project to mainstream PPl implatagon and removing obstacles for introducing

the innovative solutions to be procured into the market could be included.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 3 and 5 million would allow this specifichallenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Specific requirements for PPI actions are described in part E of the General Annexes of the
Work Programme.

Expected Impact

1 Implementation of innovative procurement practices for diagnostics for infectious
di seases in the EU, based on the 6émost ec:
and involving newly acquired rapid diagnostic tests in hospital andlatoby settings.

1 Contribute to the EU One Health Action Plan on Antimicrobial Resistance, in particular
in relation to 6Better Prevention and Con
safety in hospital environments by supporting good practicegeantion prevention and
control.

1 Create new opportunities for market uptake and economies of scale for the supply side of
rapid diagnostics in the area of respiratory tract infections across the EU.

1 Reduced fragmentation of demand for innovative solutions

Type of Action Public Procurement of Innovative solutions

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SCI1-BHC-21-2018: Research on HIV, tuberculosis (TB) and/or hepatitis C (HCV) in
patients with mono-, coinfections and/or comorbidities in the context of fostering
collaboration with the Russian Federation

Specific ChallengeECDC (European Centre for Disease Control) and \AEi@pe (World
Health Organisation) report high number of cases for lAd TB infections (both in
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incidence and prevalence) in the European regions and in recent years the epidemic situation
has deteriorated in eastern Eurgpe®.

For TB, in particular diagnosis and treatment of multidregjstant TB (MDRTB) poses a
major clallenge. In the east of Europe there is still high burden of TB and HIV and their
comorbid forms. Additionally, a significant proportion of the infected patients are also
affected by canfections and comorbidities that may adversely affect their progneisish is

a global challenge in healthcare and in particular refers to TB/HIV cases.

Several issues in the current epidemiological situation are still to be addressed to reduce the
cases of new infections and deaths, including investigation of reasoedyurglfast spread

of M-DR-TB and HIV/AIDS in some regions, development of rapid tools for an accurate
detection of TB infections and management of HIV and TB drug resistance. Adverse effects
of treatments and the requirement for strict adherence toetaoviral treatment further
complicate management of these diseases.

Furthermore, in the WHO European Region an estimated 15 million people live with hepatitis
C (2.0% of adults) with twehirds of infected persons in the Region living in eastern Europe
ard central Asi&®. Also for HCV there are many challenges, including the need to analyse
genetically determined factors affecting disease progression in HCV infected patients (with
mongainfection or HIV-HCV co-infection).

Given the dynamics of the epidemiasd the need to contain them, there is a commitment
from the European Union and from the Russian Federation to support joint research and
further strengthen the collaboration between research and healthcare centres to address the
issues outlined above.

Scoe Proposals should address one or more of the following subtopics:

1. TB: To investigate biomarkers or new diagnostic tests for early screening of TB risk
groups for TB infection and identification of antimicrobial drug resistance.

2. HIV: To investigate thesusceptibility to HIV and/or disease progression rate after
infection, including various HIV subtypes and/or transmission clusters, and/or the
development of adverse effects during antiretroviral therapy and concomitant diseases
(comorbidities and/or enfections, including with tuberculosis).

3. HCV: To evaluate the genetic determinants of the virus and the host, and comorbid
conditions that can be involved in disease progression and create the basis for the
development of future HCV treatment strategies.

In performing the research agenda to address one (or more) of the listed subtopics, the
applicants might make use of already established European cohort networks or establish new

108 http://ecdc.europa.eu/en/publications/Publications#4AIDS-surveillanceEurope2015. pdf

109 http://ecdc.europa.eu/en/publications/Publications/tubercubosigillancemonitoring Europe
2015.pdf

110 http://www.euro.who.int/en/heaktopics/communicableiseases/hepatitis/dadad statistics
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collaborations thus widening their geographical scope and include HIV, HQX6ramB

mono or ceinfected individuals and perform retrospective or prospective studies. Proposed
actions should take into consideration vulnerable groups and target populations, which may
include, but not limited to: ageing subjects, injecting drug usedsother social risk groups.

Sex and gender differences should be taken into account where relevant

Due to the specific challenge of this topic, in addition to the minimum number of participants
set out in the General Annexes, proposals shall includeaat one participant from the
Russian Federation. Also, the duration of the proposed action cannot exceed 24 months (until
end of 2020), with a foreseen start of the action no later than 1 January 2019. For more
information, interested entities in the $dian Federation shall consult the website of the
Russian NCP for Health dittp://www.h2026health.ru/ru/competitiomnu-ey, as well as the
website of the Ministry of Education and Scienad the Russian Federation
http://www.fcpir.ru/participation_in_program/contests/list_of contests/ where the
corresponding Russian call will be published.

The Commision considers that a proposal requesting an EU contribution between EUR 2 to 3
million would allow this specific challenge to be addressed appropriately. Nonetheless, this
does not preclude the submission and selection of proposals requesting othes.amount

Expected Impact

1 Improvement of coordination and integration between European and Russian clinical and
research centres dealing with HIV, TB and/or HCV infected patients.

1 Produce scientific evidence leading in the kiaegn to the reduction of thieurden of
these infection diseases.

1 Produce scientific evidence and contribute to the optimisation (and personalisation) of
diagnosis, treatments and improvement of quality of life of patients affected by HCV,
HIV and/or TB infections (mono or eafectiors) and comorbidities.

1 Contribute to the achievement of the Sustainable Development Goal 3: Ensure Healthy
lives and promote wellbeing for all at all ages, the WHO end TB strdfegye WHO
global health sector strategy on H#¥, and the WHO global healtlestor strategy on
viral hepatitis!3,

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

1l http://www.who.int/tb/strategy/entb/en/
112 http://www.who.int/hiv/strategy2018021/ghsshiv/en/
113 http://www.who.int/hepatitis/sttagy20162021/ghsshep/en/
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SC1-BHC-32-2019: Towards a next generation influenza vaccine tprotect citizens
worldwide 7 an EU-India collaboration

Specific ChallengeSeasonal influenza is a major health burden, with an estimated 500,000
deaths around the world each y&4rA further threat from influenza is the neeasonal
emergence of new stra, which have the potential to result in major influenza pandemics.

Despite the large danger posed by both seasonal and pandemic influenza, vaccines against flu
are only moderately effectiVé® In addition, current influenza vaccines need to be developed
every year, as they only work against a narrow range of the hugely variable influenza
subtypes, and are also highly vulnerable to strain mutations after an annual vaccine has been
developed. Improved influenza vaccines would simultaneously ease a sidrgfatzal health

burden, and help the international community to better prepare in the event of an influenza
pandemic.

The burden of seasonal influenza, and the-pvesent threat of a new influenza pandemic, is

a high priority for both Europe and India tecent years, significant progress has been made
by teams in India and Europe on influenza vaccination. To build on this shared recognition of
the importance of influenza, as well as significant expertise available in both regions, a
renewed effort by ldia and Europe towards the development of a next generation influenza
vaccine is needed. Furthermore, utilisation of the human challenge model of influenza, or
work to improve the model itself, may be an important step to progress this essential field.

Scpe Proposals should further the advancement of next generation influenza vaccine
candidate(s) with improved efficacy and safety, duration of immunity, and reactivity against
an increased breadth of influenza strains. Proposals should make use of needgaooi|

for example, structural biology, immunology, genetics and genomics, influenza transmission
modelling, vaccine production, formulation and delivery methods.

Proposals should cover at least-pli@ical and/or early clinical research, selecting pising
vaccine candidate(s), supporting their proof of concept, showcasing neglingczal or
clinical knowledge.

The approach taken should include validation of one or more candidate vaccine(s) in a human
challenge modét® of influenza, and/or work to impwe the influenza human challenge
model itself. This latter work could include comparative testing of potential human challenge
strains, and the responses they elicit in volunteers.

The suitability of the interventions to be developed should be addresdedssessed for
different population groups, as should the suitability of the candidate(s) tootomiddle

114 World Health Organization seasonal influenza factsheet:
http://www.who.int/mediacentre/factsheets/fs211/en/

115 ECDC, Influenza  vaccination: https://ecdc.europa.eu/en/seaisdlu@nza/preventiorand
control/influenzavaccination

116 Human Challenge Trials for Vaccine Development, World Health Organization:

www.who.int/biologicals/expert _committee/Human_challenge_Trials_IK_fidé&l.p
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income settings. The downstream constraints for the uptake of the intervention by national
health systems should be taken into account.

Due to thespecific challenge of this topic, in addition to the minimum number of participants
set out in the General Annexes, proposals shall include at least three participants from India.
For more information, interested entities in India shall consult the wedfdite Department

of Biotechnology (DBT)http://www.dbtindia.nic.in/fundingnechanism/call/# where DBT

will indicate the eligibility conditions to Indian applicants. Proposals shantdude
participants from a variety of different disciplines.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 6 and 10 million would allow this specific challenge to be addressed appropriately.

Nonetheless, thisoes not preclude submission and selection of proposals requesting other
amounts.

Expected Impact

1 Further the development of a vaccine that could be effective against an increased breadth
of seasonal strains and/or from the outset of a {acgée infllenza pandemic.

1 Utilisation of and/or further improvement of the human challenge model of influenza as
a tool for candidate vaccine(s) assessment.

1 Contribute to the reduction of the burden of influenza outbreaks worldwide, particularly
in Europe and IndiaContribute to the achievement of Sustainable Development Goal 3,
to ensure health and wdiking for all, at every stage of life.

 Specific to India, boost initiatives like the National Health Mis&iband Biopharma
Mission [Innovate in India §)]**® of the Government of India by developing affordable
biopharmaceuticals, including vaccines, for citizens the world over.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-33-2020: Addressing low vaccine uptake

Specific ChallengeVaccines are one of the most important medical breakthroughs in the last
100 years. Every year vaccines save millions of people around the world from illness,
disability and death, and they continue to be one of the moseftestive ways to increase

the health and wellbeing of their citizens. Despite this, vaccination uptake faces significant
challenges across Europe, and these have increased in particular over the past 20 years.
Recent studies have shown Europe to be the world region with the mosveagetvs

17 National Health Mission, Government of Indrdtp://www.nhm.gov.in/nhm.html
118 Innovate in India (i3), Government of Indidttp://www.dbtindia.nic.in/preseeleasefor-launchof-
nationatbiopharmamission/
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towards the safety and effectiveness of vaccines, and the importance of childhood
vaccination®®,

Recent figures on collected by the World Health Organization (WHO) show that in 2016 only
one vaccine had a coverage rate of over 95% in Edf8@easnal influenza vaccination
also remains significantly below the 75% coverage target for older age gfbups.

Thus, coverage for many vaccines is below the recommended limit. Due to the low vaccine
coverage rates, several EU Member States have faced cobkdeutbreaks of vaccine
preventable diseases in recent years. For example, more than 14,000 cases of measles were
reported across the EU in 20%% which is more than three times the number of cases
reported in 2016. During the same period 50 people iE&thdied due to meashs

These figures highlight the urgent need to get to grips with vaccine uptake issues, whether
uptake of existing or new vaccines. Research has an essential role to play in understanding the
underlying causes of poor vaccine uptakgluding vaccine hesitancy, and to develop
strategies and guidelines to help Member States and Associated countries increase vaccination
coverage. A detailed understanding of the obstacles to, and drivers of, vaccination uptake in
various settings is nesgary to provide appropriate recommendations.

Scope Proposals should work to increase understanding of the determinants of low vaccine
uptake in specific contexts situated in the EU and/or Associated Countries (AC) , and should
develop strategies to in@ge vaccination rates of essential vaccines within these contexts.
From this work, proposals should aim to develop a series of recommendations that national
and regional public health authorities in the EU and/or Associated Countries could implement
in order to increase vaccine coverage. Proposals should build on existing research, findings
and available information in this domain, as well as existing guidelines and recommendations
from public health authorities, including those from the European Centrdik@ase
Prevention and Control and WHO/Europe (such as ECDC reports and guidance on vaccine
coverage and hesitan&#, "WHO/SAGE Working Group on Vaccine Hesitanés®,
WHO/Europe "Guide to tailoring immunization programmes (T#®)"

The approach taken shoulttlude a detailed examination of the causes of reduced vaccine
uptake, and the design and testing of one or more interventions to improve vaccine uptake.
Factors influencing vaccine uptake such as access, inequality, social/cultural influences and
vaccindvaccinationspecific issues in specific population(s) that are identified as having

119 http://www.ebiomedicine.com/article/S233964(16)30398K/fulltext
120 http://www.who.int/immunization/monitoring_surveillance/data/gs_eurprofile.pdf
121 http://ecdc.europa.eu/en/publications/Publications/Seasufiizdnzavaccinatiorantiviraluse

europe.pdf

122

https://ecdc.europa.eu/sites/portal/files/documents/Monthly%20measles%20and%20rubella%?2
Omonitoring%20report%20620JAN%202018.pdf
https://ecdc.europa.eu/en/neesents/measlesaseseutreble 201 #outbreaksstill-ongoing
https://ecdc.europa.eu/en/immunisati@tcines/vaccindesitancy
http://www.who.int/immunization/programmes_systems/vaccine_hesitancy/en/
http://www.euro.who.int/en/heakfopics/communicable
diseases/poliomyelitis/publications/2013/gutdeailoring-immunizatiorprogrammes

123
124
125
126
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lower than average vaccination coverage should be examined. Interventions to improve
vaccine uptake should be based on existing -figdlity research findings, with a salin
hypothesis for why the chosen intervention(s) could be effective at increasing vaccine
coverage in the target population(s). These interventions could be made in a wide variety of
ways, for example content and style of online or offline media, educhtroaterial,
modification of primary healthcare practices, access to vaccination, incentivisation, or any
other strategies that are supported by a strong hypothesis. Also, the proposals should include a
strategy for measuring the impact/success of the gezpmterventions.

Finally, the findings of the project will be gathered into a clear and coherent set of
recommendations that can be readily utilised by public health authorities in Europe to
improve vaccine coverage. Proposals should include in theik @ development of a
strategy to ensure the implementation of these guidelines.

Proposals should take into account the specific contexts of the population(s) that they are
studying, including factors such as age, sex/gender, religion, politics, geogaamghgocie
economic situation. Proposals should include partners from social science and public health
related disciplines. Proposals will also be expected to create links with other existing
initiatives, both in Europe and internationally. This shouldlude specific budget for
networking, travelling to or organising meetings for researchers and other stakeholders that
work on vaccine uptake challenges.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 2 and 3 ntlion would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected Impact

7 Contribute to increasing vaccine coverage in Europparticular in specific populations
with low vaccine uptake and in specific contexts.

1 Develop practical and readily implementable guidelines to aid national and regional
public health authorities in the EU and Associated Countries to increase vaccination
rates.

T Work towards meeting the goals on vaccina
the Union address in September 2817 the EC Communication on strengthened
cooperation against vaccine preventable disease (COM/2015248) the Council
Recommendion on strengthened cooperation against vaccine preventable di§&€ases)

Type of Action Research and Innovation action

12 http://europa.eu/rapid/presslease SPEECHT7-3165_en.htm
128 https://eurlex.europa.eu/legatontent/EN/TXT/?uri=COM%3A2018%3A245%3AFIN
129 http://data.consilium.europa.eu/doc/documentigT1522018REV-1/en/pdf
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The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-34-2020: New approaches dr clinical management and prevention of
resistant bacterial infections in high prevalence settings

Specific ChallengeAntimicrobial resistance represents a serious threat to public health in
Europe and beyond. Within the last decades resistance haasedreonsiderably in many
clinically important pathogenic bacteria. Data collected by the European Centre for Disease
Prevention and Control (ECD& shows that nowadays in several European countries
prevalence levels of infections that can no longer batdde with lasline classes of
antibiotics have reached levels where isolation measures may no longer be feasible. In
addition to this, prevalence levels of resistant infections are likely to increase in countries
where currently such levels are relativébyv. This may lead to an increasing number of
outbreaks of resistant infections in these countries. The challenge is to address this threat via a
multi-disciplinary approach by developing suitable clinical management and infection
prevention plans detailg how to deal with resistant bacterial infections in high prevalence
settings. The spread of AMR across borders has been recognised globally and improving
knowledge on clinical management and infection prevention in high prevalence settings might
also beefit other countries around the globe, including low and middle income countries and
thereby diminish the spread of resistant bacteria. This topic will contribute to the
implementation of the EU One Health Action Plan against Antimicrobial Resistance

Scoe Proposals should focus on the identification of best practices, and the development and
validation of interventions, infection prevention and clinical management plans for dealing
with resistant bacterial infections in high prevalence settings. Tkandsneeds to take into
account the variety and capacities of local health care/nosocomial infrastructures, and the
trends of resistance patterns on local, national and international level, as well as sex and/or
gender differences, when relevant. Furthemn research needs to lead to management plans
that take into account commonalities as well as differences between different pathogens and
resistance determinants.

The costs and benefits of the infection prevention and clinical management plans to be
devdoped should be assessed as well as the feasibility of their implementation. Research into
the practicalities and challenges to introduce such novel infection prevention and management
plans is essential and their practical implementation, as pilot actito@sor more European

regions with high prevalence levels is strongly encouraged, while taking into account that the
infection prevention and clinical management plans to be developed should be applicable for
large geographical areas. The potential eémglés in the uptake of interventions/management
plans by national health systems should be researched and addressed and cooperation with the
Joint action AMR and healthcaessociated infections (JAMRAI), ECDC and the EU Health
Security Committee is recomended.

130 https://ecdc.ewpa.eu/en/antimicrobiaksistance
131 https://ec.europa.eu/health/amr/sites/amr/files/amr_action_plan_2017_en.pdf
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The Commission considers that proposals requesting a EU contribution of ELBRMilion
would allow this specific challenge to be addressed appropriately. Nonetheless, this does not
preclude submission and selection of proposals requesting atbents.

Expected Impact

1 Availability of tested cost effective models for prevention and treatment of bacterial
infections in health care settings with high prevalence levels of resistant infections.

1 Reduced spread of resistant hospital acquired infectiothese settings.

1 Knowledge that can be of use for other countries around the globe, including low and
middle income countries, benefitting their local population and diminishing the global
spread of resistant bacteria.

Type of Action Research anbhnovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-35-2020: Creation of a European wide sustainable network for harmonised
large-scale clinical research studies for infectious desaises

Specific Challengelnfectious diseases pose a serious threat to human health and there are
many challenges and needs to efficiently protect citizens across Europe and beyond. There is
still a need to understand how antibiotics and other interventimnk on patients and how to

better assess the effectiveness of vaccines. Innovation is needed to overcome the problem of
antimicrobial resistance, and in case of emerging epidemics and pandemics, a timely response
to a rapidly emerging infectious disease significantly challenging and often delayed. In this
context there is a need to establish a-Raropean clinical research network that has the
capacity and capability to directly enrol patients with infectious diseases, and to increase
efficiency fortesting and developing new diagnostic, preventive and/or therapeutic strategies
and therapies. Europe should also contribute to the G7 aim concerning the need to establish a
global clinical studies network on drug resistance that provides access tce eliargal
research infrastructure for the design, coordination and conducting of clinical trials and
studies. It should also respond to the Council Recommendation on strengthened cooperation
against vaccine preventable dised¥esvhich calls for the reimrcement and establishment

of novel infrastructures to increase the effectiveness and efficiency of EU and national
vaccine R&D funding

Scope Proposals should set up a Europgade multidisciplinary network able to provide a
platform for a rapid respoasin the conduct of clinical studies in relation to any severe
infection. The initial clinical studies to be performed should be included in the proposal,
whereas criteria and processes for including further clinical studies in the project should be
clearly described. This should include provisions for flexibility (includingaliecation of

132 http://data.consilium.europa.eu/doc/documentigT1522018REV-1/en/pdf
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budget and derioritisation) in case of new scientific developments and in particular the need
to address newly or femerging infectious diseases.

The proposed condmrm should comprise expertise of stakeholders from academic
organizations, SMEs, larger industry, patient organisations, ethics committees, public health
bodies and regulators. It is expected to perform clinical studies and further advance clinical
reseach in the field of infectious diseases. It should develop new, or make use of existing,
standardised methodological approaches to rapidly performdagge clinical trials with the

view of delivering optimal diagnosis and preventive or therapeutic enéions to patients
affected by infectious diseases, taking into account sex and gender differences when relevant.
Applicants should build on the results of successful European collaborative initiatives such as
PREPARE?® and COMBACTE"?4. Proposals should bdilon established structures for
infectious disease clinical research at national or regional scales. To ensure the common
benefit of the outcomes, it should also work in cooperation with existing global experts
networks and infrastructures such as ECRiad BBMRI*®¢. Proposals should in particular

take into account the available result of the H2G#@led project ECRAID Plaffproject
resulting from SCHCO-08-2018) The network should address all aspects of clinical trial
conduct, from study preparation aneésdyn, trial management and reporting. It should
develop and allow for innovative research approaches and enable flexibility in responding to
unpredictable events during its implementation. The sustainability of the network should be
carefully worked outn the proposal. Furthermore, the network should create synergies with
global initiatives, enabling quick and smooth interactions and collaboration across the world.

Special attention should be given to EU Member States and Associated Countries with
currenty limited capacity to perform clinical trials.

The Commission considers that a proposal requesting an EU contribution between EUR 25 to
30 million would allow this specific challenge to be addressed appropriately. Nonetheless,
this does not preclude sulssion and selection of proposals requesting other amount.

Expected Impact

1 Reduced cost and time through efficiently implemented clinical trials for diagnosis,
prevention and treatment of infections.

1 Create and strengthen the operational capacity andftastructures for providing real
time evidence for optimal medical intervention and practice in infectious diseases.

71 Contribute to existing EU policies, including the Council Recommendation on
strengthen cooperation for vaccine preventable diseaseshan@ommunication "A
European one health action platk’.against An

133 http://www.preparesurope.eu/

134 https://www.combacte.com/

135 http://www.ecrin.org/

136 http://www.bbmrieric.eu/

37 https://ec.europa.eu/health/amr/sites/amr/files/amr_action_plan_2017_ en.pdf

Part 8- Page75 of 203


https://ec.europa.eu/health/amr/sites/amr/files/amr_action_plan_2017_en.pdf

Horizon 2020- Work Programme 20182020
Health, demographic change and wellbeing

1 To ensure the EU’s worldwide leadership in controlling and responding to infectious
diseases.

1 Foster links between existing networks in Europe and other ca/régeons in the
world to optimise a coordinated response to infectious diseases for innovation and
delivery of new preventive and therapeutic technologies.

1 Foster collaboration between stakeholders from academic organizations, SMEs, larger
industry, patiat organisations, ethics committee, public health bodies and regulators.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-06-2018: Establishment of an International Network of Social Sciences
Research Centres to help address governance and other challenges in the preparedness
for and the response to infectious threats

Specific Challengelnfectious diseases, in particular epidemics and antimicrobsstance,

pose significant threats to the social, economic and health security of communities and
countries around the world. However, these diseases also transcend borders and reguire multi
sectoral and muljurisdictional ceoperation and preparednetss ensure the world is safe

from global threats.

Many global infectious disease outbreaks are enabled, accelerated and allowed to spread by
shortcomings in governance at all levels (national, regional as well as global). This
governance challenge has beecognised and many initiatives are beginning to work in this
space. However, communities would be better prepared to respond to infectious threats
(public health emergencies or antimicrobial resistance) if such efforts and structures that
govern the owall prevention and response were informed by research evidence from the
range of social sciences and humanities disciplines.

The Global Research Collaboration for Infectious Disease Preparedness @&oPID
https://www.glopidr.org/) and the Joint Programming Initiative on Antimicrobial Resistance
(JPFAMR- http://www.|jpiamr.eu/) have identified the need to establish an international
Network of Social Sciences Research Expertise, to better address governance and other
challenges in prevention and response to infectious threats, be it at local, national, regional or
global levels

Scope The scope of this Coordination and Support Action (CSA) is to:

l. Initiate, in an organised and coordinated manner, the International Network of Social
Sciences Research Expertise, addressing governance challenges, engage with stakeholders on
behalf of network members, and work with research funding agencies to grow the network to

an effective, internationally representative scale. The proposed network would have the
following main objectives:
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Strengthen research capacityand catalyssocial scences researcherto generate and

apply new knowledge about effective governance arrangements for infectious disease
preparedness, combating antimicrobial resistance, and prevention and response efforts.
This would include addressing the ethical, legal aodal aspects (ELSA) as well as
among others the issue of accessibility;

Foster crossregion and global research collaborationgo better connect researchers
currently working in isolation and to support bigger, more robust social science research
on thegovernance aspects of infectious threat prevention and response;

Facilitate ongoing engagement between researchers and global policymakets
inform national and global decisioanaking on appropriate governance arrangements for
effective prevention and sponse measures;

Inform and enable better preparedness and responsefforts through the application

of knowledge, sharing of lessons learned, and creation of improved governance
arrangements. Buatlso be a source of advice case of a public health emergecy, to

inform priority setting and response from a social science perspective. In this respect
flexibility will be expected from the consortium.

Activities supported by this CSA should include among others the following:

1.

Identifying best practices anéessons for enabling, coordinating, and supporting
prevention and response efforts by international institutions and regional agencies across
borders, while also taking into account researghstrained settings and systems;

Identifying strategies to strgthen the discovery, development, and tageof existing

and new innovative interventions and other measures across multiple sectors including
examining their impact on health systems. This would include identifying the barriers
and motivations that infence the wider use and uptake of these innovations such as
vaccines;

Developing proposals for more effective raising of public awareness about infectious
threats in general and AMR in particular, and inducing behaviour change;

Conducting socigeconomic andcultural analyses to better understand the societal
cost/benefit of different strategies to prepare for and prevent AMR and epidemics.

Il. Establish the central coordinating hub for the network under development, focusing on
maximising opportunities focollaboration, learning and data sharing in order to agale
evidence.

The consortium is expected to collaborate with GleRIPnembers and JPI AMR and their
various initiatives in this domain, as well as other relevant initiatives already existing or unde
development at national, regional, and international level, in order to maximise synergy and
complementarity. Specific propositions on how this can be achieved should be included in the
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proposal. It is expected that, at a minimum, the network hub wsli & annual meeting for
the network, and additional thematic workshops as appropriate.

The Commission considers that a proposal requesting an EU contribution between EUR 2 to 3
million would allow this specific challenge to be addressed appropriatelyethignss, this
does not preclude submission and selection of proposals requesting other amount.

Expected Impact

1 Effective crosgegion and global research collaborations that better connect
multidisciplinary researchers currently working in isolation.

1 Strengthened capacity to address the secamomic and governance dimensions of an
effective research preparedness and response to infectious threats.

1 Robust evidence to guide policy makers on global infectious disease governance.

1 Built in-country capacit in low and middle income countries to better support global
efforts.

1 Contribution to the implementation of the 'European -Dealth action plan against
AMR and the WHO Global Action Plan on AMR'.

1 Contribution to the achievement of SDG 3, and in partidiia targets 3 on combatting
communicable diseases, B on supporting the research and development of vaccines and
medicines for diseases that primarily affect developing countries, and D on strengthening
capacity on early warning and management of gloealth risks.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SCI-HCO-07-2020: ERANET to support the Joint Programming Initiative on
Antimicrobial resistance (JPIAMR)

Specific ChallengeAntimicrobial resistance (AMR) is a serious challenge that has reached
alarming levels in the EU and globally. There is an urgent need to address this major health
threat by actions that should include boosting reseamtinavation as well as strengthening
coordination and cooperation in this area

The Joint Programming Initiative on Antimicrobial resistance (JPIAMR) enables the
participating countries that include EU Member States and other countries on five different
continents, to address the global threat of AMR. It allows the establishment, alignment and
building of national research programmes to increase their effectiveness and the impact of
research efforts.
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Building on earlier successes in implementing the JPIABRitegic Research Agenda, in
scaling up research efforts and establishing synergies with Horizon 2020, there is a need to
continue and consolidate the successes in defragmentation, better coordination and alignment
amongst the countries participating iRIBMR. In addition to this, there is a need to boost
research, development and innovation on AMR and improve global coordination in this area
as stated in the European One Health Action Plan againstZMR

Scope Proposals should pool the necesdargincial resources from participating national or
regional research programmes in the area of AMR by implementing a transnational joint call
for proposals resulting in grants to third parties with Etfwaling. This should scale up the
implementation ofthe JPIAMR Strategic Research Agenda and the European One Health
Action Plan against AMR. Proposals must also implement other joint activities, including
additional calls without EU ctunding.

Proposals should take the full One Health approach into accdtey should aim at
supporting research and innovation for the development and testing of strategies and
methodologies to reduce the transmission and spread of AMR. They should also further align
national research plans and strategies in Europe and deljomposals should demonstrate

the expected impact on national and transnational programmes as well as the leverage effect
on European research and competitiveness.

Participation of legal entities from third countries, and/or regions including those not
automatically eligible for funding in accordance with General Annex A, is encouraged in the
joint call as well as in other joint activities including additional joint calls without EU co
funding. Participants from countries not listed in General Annex A&laible for EU funding

under this topic and may request a Union contribution (on the basis of theNERAInit

cost) only for the coordination costs of additional activities. The proposal should demonstrate
that these cdunded other activities excludenya overlaps with related egoing actions co
funded by the EU under Horizon 2020.The Commission considers that proposals requesting a
contribution from the EU of minimum EUR 5 million would allow this specific challenge to
be addressed appropriately. Ndredess, this does not preclude submission and selection of
proposals requesting other amounts.

Expected Impact

1 Funding of research proposals on a topic identified in the JPIAMR Strategic research
agenda, which needs to be addressed at European levelder, \and which is
complementary to topics of the EC work programmes.

1 Leverage transnational excellent research withaelded value in the area of AMR.

1 Increased commitment of participating countries to the implementation of the JPIAMR
Strategic researclganda

138 https://ec.europa.eu/health/amr/sites/amr/files/amr_action_plan_2017_ en.pdf
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1 Strengthening and supporting the implementation of the European One Health Action
Plan against AMR.

1 Strengthening alignment of national and regional plans and activities in the area of AMR
research.

1 Enhancement and/or better exploitation of natiamd&Csupported activities.

Type of Action ERA-NET Cofund

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-08-2018: Creation of a European wide sustainable clinical research network
for infectious diseases

Specific Challenge Infectious diseases pose a serious threat to global health. Emerging
epidemics, pandemics and rising levels of antimicrobial resistance require a strong and
coordinated response to protect citizens in Europe and beyondieated in the European
OneHealth Action Plan against AMR. There is a need to establish a clinical research network
across Europe that has the capacity and capability to directly enrol patients with infectious
diseases, to increase efficiency for testamgl developing new diagnostic, preventive and/or
therapeutic strategies and therapies. This should allow generating rigorous evidence to
improve the diagnosis, prevention and treatment of infections and to better respond to
infectious disease threats, aodntribute to the G7 aim concerning the need to establish a
global clinical studies network on drug resistance that provides access to a large clinical
research infrastructure for the design, coordination and conducting of clinical trials and
studies in ooperation with the existing global experts networks and infrastructures such as
ECRIN'*°to ensure the common benefit of the outcorifes

Scope Proposals should build on successful European collaborative initiatives such as
PREPARE“*! and COMBACTE“2 and furtheradvance clinical research in the field of
infectious disease by supporting the establishment of a European wide multidisciplinary
clinical research network. Such a network should be capable of performing all clinical trial
aspects encompassing study desigxecution and reporting (sex and gender differences
analysis to be included where relevant). It should develop and allow for innovative research
approaches and enable flexibility in responding to unpredictable events and signals. The
network should prade clear and direct access for stakeholders including academic
organizations, SMEs and larger industry to perform clinical studies. The proposal should
develop a business plan to ensure the sustainability of the network. The network should
actively dissermmate information and contribute to awareness rising. Furthermore, it should

139 http://www.ecrin.org/

140 http://www.mhlw.go.jp/seisakunitsuite/bunya/hokabunya/koKg3aiobe/KobeCommunique_en.pdf
41 https://www.prepar@&urope.eu/

142 https://www.combacte.com/
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also create synergies with global initiatives, enabling quick and smooth interactions and
collaboration across the world.

The Commission considers that a proposal requesting aroitbution between EUR 2 to 3
million would allow this specific challenge to be addressed appropriately. Nonetheless, this
does not preclude submission and selection of proposals requesting other amount.

Expected Impact

1 Reduce the cost and time ofrstal trials for diagnosis, prevention and treatment of
infections.

Attract industry back to invest in the development of-arf&ctives.
Strengthen the operational capacity and the required infrastructures for clinical research.
Increase information exeinge between sectors and scientific disciplines.

Maintain Europe's leading role in combating AMR and controlling infectious diseases.

= =2 =4 =4 -4

Ensure global collaboration between networks in Europe and other countries/regions to
optimise a coordinated responsertfectious diseases.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-09-2018: Building international efforts on population and patient cohorts

Specific Challenge Cohorts are invaluable resources to obtain detailed description of
individual biological variations in connection with a variety of environmental, pathogenic,
occupational, societal, and lifestyle determinants that influence the onsetvalution of
diseases. Europe currently has some of the most valuable population and patient cohorts,
including well annotated clinical trial cohorts. Several large cohorts have also been developed
in various parts of the world. Despite recent effortsdtwork cohorts, the level of integration

need to be escalated in order to optimise the exploitation of these resources, essential to
underpin and facilitate the development of stratified and personalised medicine.

Scope Building on existing cohorts andni close alliance with relevant research
infrastructures, proposals should establish a strategy for the development of the next
generation of integrated cohorts, including:

1. Map the cohort landscape in Europe and large international initiatives. The gappin
should include, for instance medata on purpose, coverage and measurements and any
other relevant information.

2. ldentify best strategies for cohorts' integration, taking into account relevant ethical
issues.
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3. Promote the harmonisation of past and futuwlata collection and provide
recommendations on standards to improve future sample and data collection.

4. Foster the inclusion of data emerging from new technologies (e.g. ICT, social platforms),
new type of data (e.g. lifestyle, geographical, genetitealth records) and exposure,
including to new and emerging products (e.g. novel tobacco productgarettes,
waterpipes).

5. Promote best practises to optimise access to existing and future cohorts.

6. Contribute to define an international strategic ageoddetter coordination of cohorts
globally.

The Commission considers that a proposal requesting an EU contribution between EUR 1 to 2
million would allow this specific challenge to be addressed appropriately. Nonetheless, this
does not preclude submissiand selection of proposals requesting other amount.

Expected ImpaciCoordination of large cohorts at EU and global level would:

1 Maximise the use of cohorts in defining/improving clinical practice and public health
policy and bringing innovations to patits.

1 Accelerate the development of personalised medicine.

1 Improve the understanding of the complex interactions of environmental, social,
occupational and lifestyle determinants of health.

Type of Action Coordination and support action

The conditions réated to this topic are provided at the end of this call and in the General
Annexes.

SCI-HCO-10-2018: Coordinating European brain research and developing global
initiatives

Specific ChallengeThe EU and its Member States have made considerable invesiments
brain research. The European Commission alone has invested some EUR 5.3 billion over the
past 10 years. At the same time, many large research initiatives such as the Human Brain
Project (HBP), the Joint Programming on Neurodegenerative Diseases (IRAIBRANet
NEURON and the Innovative Medicines Initiative (IMI) have been established in parallel.
The numerous resulting research projects have generated considerable amounts of knowledge
and innovative approaches. However, translation into new haakhventions is below
expectations and needs.

Therefore, in many areas of brain research, there is a particular need for better networking and
coordination of efforts, at both European and global level, in order to minimise fragmentation
and duplication. Athe same time, better access to and sharing of data and holistic analysis of
results are of crucial importance in line with the EC's Open science policy. Addressing these
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gaps would create new synergies and open new avenues of research and to wimohiih tu
foster understanding of diseases, innovation and accelerate innovation through the
development of new diagnosis, prevention and treatment options in areas of high and unmet
medical needs.

Scope Proposals should:

1. Identify areas of neurosciencesiere the need for enhanced coordination of research
communities into active clusters is particularly acute;

2. Accelerate exchange between researchers in different European research initiatives to
promote cooperation and to minimise fragmentation and dapla

3. Support the emergence of these clusters, facilitate links with research infrastructures and
other major initiatives, in coordination with European Commission services, with the
aim of sharing data and enhancing the exploitation of results, fosterng
collaborations and identifying future research objectives;

4. Identify and develop tools and support activities implemented by EU funded initiatives
and infrastructures suitable to develop Open Science policy in the neurosciences by
sharing and better ilisation of clinical data via IT platforms and also considering any
relevant regulatory requirements and policies;

5. Explore possibilities for broader scale cooperation at global level by fostering dialogue
with researchers outside Europe in coordinatiath wesearch funders around the world,
in order to foster the global brain research agenda.

The relevant stakeholders must be involved, in particular thematically focussed research
communities, learned societies, large research initiatives, infraseacasr well as relevant
funding bodies and regulatory authorities, in order to ensure effective implementation and
impact of this coordination action.

The Commission considers that a proposal requesting an EU contribution between EUR 1 to 2
million would alow this specific challenge to be addressed appropriately. Nonetheless, this
does not preclude submission and selection of proposals requesting other amounts.

Expected Impact

1 Reduce fragmentation and duplication of research efforts and foster synbrgigght
enhanced coordination of brain research efforts at EU and at global level.

1 Improve access to and optimise the use of research infrastructures and data sources by
the neuroscience research communities, thus ensuring better exploitation of the large
investments made in brain research.

1 Achieve critical mass and economies of scale by initiating and fostering new global
research initiatives.
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1 Enable and accelerate the translation of breakthroughs in brain research into relevant
clinical applications.

Typeof Action: Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-11-2018: Strategic collaboration in health research and innovation between
EU and China

Specific Chaknge Compared to its size and increasing weight on the R&I international
scene, China's participation and cooperation to the Horizon 2020 SC1 programmes is low.
This is a lost opportunity because most of the major health challenges are global, and
cooperdion with China on specific strategic health challenges can contribute to provide more
evidencebased solutions and to avoid duplication.

Scope The objective of this action is to support networking between European and Chinese
policy makers, programme oers and funders, with the following goals:

1. To develop a sustainable platform between EU and China that will facilitate a constant
dialogue on addressing common health R&I challenges.

2. To identify health challenges, whose solution may benefit from cladetdral and/or
multi-lateral cooperation between EU and China, to facilitate and develop collaborative
research initiatives between EU and Chinese stakeholders.

The Commission considers that a proposal requesting an EU contribution between EUR 0.8
and 1million would allow this specific challenge to be addressed appropriately. Nonetheless,
this does not preclude submission and selection of proposals requesting other amounts.

Expected Impact

1 Increased biateral and multiateral cooperation on healttesearch strategic items
between EU and China.

1 Higher participation of Chinese researchers in SC1 and future EU health research
programmes, but also of European researchers in Chinese health research programmes.

Type of Action Coordination and suppaattion

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-152019: Support for the functioning of the Global Research Collaboration
for Infectious Disease Preparedness (GloPHR)

Specific Challenge Human health worldwide is increasingly threatened by potential
epidemics caused by existing or newly emerging infectious diseases, including those that are
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resistant to antimicrobial agents. With globalisation, people movement and trade at record
highs, pathogens can spread further and faster than ever before in human history. To fight
such an international challenge, the EU must think globally and coordinate with international
infectious disease research funders.

It is for this reason that the Global Resch Collaboration for Infectious Disease
Preparedness (GloPiIR)!*3was established in 2013 in response to a request for coordination
by the Heads of International Research Organizations. Years on, GRORUW provides an
important platform for infectiouslisease research funders to work together to better tackle
deadly outbreaks such as Ebola, yellow fever, Zika and plague.

In order to save lives, a research response to an epidemic needs to be quick, flexible,
comprehensive and global. For this reasosides directly coordinating research to infectious
disease outbreaks GlIoRBR Members also work to improve the underlying international
framework in which this research takes place. Ongoing efforts with the network inctude in
depth discussions on improveddtasharing during outbreaks, creating links between clinical
trial networks, and the inclusion of social science into research responses to public health
emergencies.

The above work, and more, requires a large amount of administrative support to -®loPID
Members. To maintain GloPHR, facilitate its ongoing and new work streams, and to
increase the effectiveness of the network, further administrative and technical support in the
form of a secretariat is warranted.

Scope Proposals should provide admingtve and organisational support to the Chair and

Vice Chairs of GIoPIBR, in close collaboration with the European Commission. This
includes, but is not limited to, the organisation of meetings and teleconferences, including
basic costs associated ther#wnas required; noteaking and recortteeping; management of
information dissemination and communication between the Chairs, Members, Scientific
Advisory Board (SAB), Industry Stakeholder Group (ISG), working groups, enquiries, and
outside stakeholders.réposals should also maintain and expand GleRI® s externa
communications activities, such as the website and newsletter, as requested by the Chairs.

Further to administrative and organisational issues, proposals should also provide more
technical supparon topics requested by the GloPRDChairs or groups such as the SAB or

ISG. This may include preparing briefings, reports, mapping exercises or presentations.
Furthermore, proposals shall take the lead in facilitating the work of the SAB, ISG and a
numkber of GIoPIDR working groups. For these reasons, proposals should have a familiarity
with research preparedness and responses to infectious disease outbreaks, as well as the
ability to facilitate and follomup on discussions between hilgivel individualsin a
professional manner.

Proposals should also provide a high level of adaptability. The Gi&P3Bcretariat primarily
supports the work of the Chairs of GloPR) and should this work alter in scope or direction,

143 GloPID-R websitehttps://www.glopidr.org/
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remove or add work streams, or otheevihange the activities of the secretariat then it will

be expected to have flexibility to change accordingly. In this regard, the selected consortium
will be expected to submit an annual work plan to the Commission each year following the
annual meeting foGloPID-R. This will take into account the conclusions of the annual
meeting and will lay out an adapted plan for activities of the secretariat over the following 12
months as a result. Despite this, changes that alter the grant agreement will reqoiweal app

by the Commission.

The Commission considers that proposals requesting a contribution from the EU of around
EUR 1 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selettpopmsals requesting other
amounts. Funding may be complemented at a later date by additional funding from other
members of GloPIER.

Expected Impact

1 Effective operation of GloPIER for at least three years.

1 Reinforced international cooperation in fumgl of research in new and emerging
infectious diseases, both betweenfoofit and notfor-profit research funders.

1 Improved framework for a rapid and effective research response to prepare for or
respond to public health emergencies, in areas suchtassdaring, social science,
clinical trial networks and others.

1 Better communication of the activities of GIoRRD members, both as a group and
individually, to the research community and other stakeholders.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

1.4. Innovative health and care systemslntegration of care

This priority will aim at developing effective, accessible and sustainable health intengent

and integrated care systems. This aim is particularly relevant in the context of personalised
medicine, management of chronic diseases and health promotion. It includes the further
development of health technology assessment methods, and the avaliatiommunityand
populationbased intervention strategies, both retrospectively and prospectively. It considers
the management of elderly multimorbid patients. It addresses also the dimension of new
financing and business models, which will also reqawatributions from the disciplines of
social sciences and humanities. This priority includes the integration of the care dimension by
better coordinating primary and community care with the specific needs of the patient.

The expected impact of this prityr is better evidence for the development of more
sustainable and resilient health systems, including through better and more coordinated
health technology assessment, resulting in increased access to quality care for everyone and
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better health promotiont should also provide a path to implementation of integrated care
programmes, and to strengthen the procurement communities and the links between the
demand (care authorities) and supply (technology providers) sides.

Proposals are invited against thddaling topic(s):
SC1-BHC-22-2019: Mental health in the workplace

Specific Challengeln most European countries, absences from work and early retirement due

to mental illness have increased in recent yE€ArsMental health conditions such as
depression, anety and stress represent substantial financial costs for employers and
employees, as well as a significant loss for society at large. Atewdl estimate of the

overall costs, direct health costs and lost productivity is more than 450 billion EUR per
yea 149146147 Mental illness is an important cause of absence from work but it is also linked

to high levels of presenteeism, where an employee remains at work despite experiencing
symptoms resulting in lower productivity. It is important to create mentallythyeal

wor kpl aces, . e., promoting and protecting
them when they experience mental health problems, and their return to work. A healthy
workplace involves creating an environment that is supportive of the psy@iassmects of

wor k, recognising the potenti al o f t he wor k
wellbeing, and reduce the negative impacts of weftlted stress. Many of the factors that
influence the positive mental health and wellbeing of workelege to the social environment

at work such as the working conditions, style of management, working culture and levels of
supports, as well as job security.

More knowledge is needed about effective interventions by employers to promote good
mental healthand about the barriers to effective implementation of such interventions, in
particular for smaller enterprises and public agencies with less resources and knowledge to
manage these health issues.

Scope Proposals should develop and implemategrvention(s) that an employer/organization

can take to promote good mental health and prevent mental iliness in the workplace. These
interventions can be newly developed or improvements on existing ones. They should address
challenges in mental healtm ithe workplacé&®® in the EU. The interventions should be
assessed in terms of direct and indirect individual and collective health outcomes and cost
effectiveness, implementation facilitators and barriers.

144 http://ec.europa.eu/research/participants/data/ref/h2020/other/quides_for applicant§S82&E0C-
22-2019frameworkfor-action_en.pdf
145 http://www.ilo.org/wcmsp5/groups/publicied protectt-protravk--

safework/documents/publication/wcms_466547.pdf
146
http://www.mentalhealthandwellbeing.eu/etsgdocs/publications/Framework%20for%20actio
n_19jan%20(120160119192639.pdf
17 https://ec.europa.eu/health/mental_health/eu_compass_en
148 A Workplace is a location, which can be inside or outside, virtual or physical, and can include an office,
factory orhomei where a person’s primary occupation takes place
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Proposals should build on existing knowledge maty well go beyond. Gmorbidities in

mental and/or physical health should be addressed. Research should be multidisciplinary,
including social sciences and the humanities. The stigma attached to mental ill health is
important to consider as well as othearcial and cultural factors which may be relevant to
improving the working environment. Mixetdethods researéf? is encouraged. Proposals
should involve key partners such as employers and employees in the private and public sector,
policy makers, insurersocial partners and civil society in developing initiatives. Proposals
should address relevant gender issues (e.g. gender equality at the workplace). Ethics and data
protection aspects should be addressed where they are relevant.

The Commission considerkat proposals requesting a contribution from the EU of between
EUR 2 to 4 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expectel Impact

1 Improved mental health and reduced sickness absence in the EU working population.

1 Positive impact on productivity and economic results of workplaces by improved
policies and action to promote mental health.

1 Improved policies on mental healtn the workplace based on the broader evidence base
of effective interventions.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-23-2018: Novel patent-centred approaches for survivorship, palliation and/or
end-of-life care

Specific ChallengeHealth conditions linked to eraf-life issues, acute and chronic pain,
life-threatening noitommunicable diseases, late or long term side effects and consegue

of diseases and their treatments impact quality of life and pose an immense societal and
economic burden. PalliatiVé’, endof-life and survivorship care benefits patients with
malignant and nomalignant chronic health conditions, providing relieffrtheir symptoms

and improving their quality of life. From 38% to 74.0% of the affected popuftith

149 Broadly defined as research in which the investigator collects and analyses data, integrates the findings,
and draws inferences using both qualitative and quantitative approaches or methodslensusingr
a programme of inquiry http://journals.sagepub.com/doi/pdf/10.1177/2345678906293042

150 According to WHO, palliative care is "an approach that improves the quality of life of patients and their
families facing the problem associated with lifeetitiening illness, through the prevention and relief of
suffering by means of early identification and impeccable assessment and treatment of pain and other
problems, physical, psychosocial and spiritual” (http://www.who.int/cancer/palliative/definitipn/en/

151 Morin et al. Estimating the need for palliative care at the population level: A-cadiemal study in 12
countries. Palliat Med. 2016
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estimated to be in need of palliative care. While a variety of interventions are in use, these are
often not adequately validated or adapted to the Bpeweds of patients affected with a
specific chronic disease or with multimorbidities. Therefore a need exists to strengthen the
evidence base for available effective interventions improving quality of life in the domains of
palliative, endof-life and survivorship care.

Scope Proposals should demonstrate, the effectiveness andeftestiveness of new,
improved or specifically adapted pharmacological and/orpt@rmacological interventions

to either relieve symptoms (e.g. pain) and suffering causediféthreatening non
communicable diseases (including disabilities), or serious late anddongside effects of
disease treatments in patients and survivors, or symptoms that occur at the end of life.
Randomised clinical trials or observational studiesew or improved patient and/or family
centred®? interventions, targeting childrét? and/or adults, should be considered for this
topic. Proposals should give a sound feasibility assessment justified by available publications
or preliminary results.

Propaals should prove the feasibility of integrating the proposed interventions in current pain
management, palliative and/or eofilife and/or survivorship care regimes and healthcare
systems across Europe while taking into account the complex human aspedtsare
necessarily managed by such regimes and systems.

The proposals should address sex, gender, age andesotiomic factors in health and any
other factors (e.g. ethical, familial, cultural considerations, including personal beliefs and
religious perspectives, etc.) that could affect health equity.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 3 and 4 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does nateplude submission and selection of proposals requesting other
amounts.

Expected Impact

1 Reduced symptom burden and suffering or improved-baitig of patients in need of
palliative, endof-life or survivorship care and their formal and informal caregive

1 Improved clinical guidelines and policy recommendations with respect to pain
management, palliative, erad-life or survivorship care of patients with lifareatening
noncommunicable diseases or afflicted by late and long terrresidets of treatmats.

1 Improved quality, effectiveness and ce$fectiveness of palliative, eruf-life or
survivorship care services as well as access to care.

152 Involving patients and their caregivers (families, volunteers, nurses and others), and taking their views
and valies into account in care decisions.
153 According to WHO " A child is a person 19 years or younger unless national law defines a person to be

an adult at an earlier age " (http://www.who.int/hiv/pub/guidelines/arv2013/intro/keyterms/en/).
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1 Reduced economic and wider societal burden arising from increased numbers of patients
in need of palliative, edhof-life or survivorship care.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-24-2020: Healthcare interventions for the management of the elderl
multimorbid patient

Specific Challengelt is estimated that more than 50 million European citizens suffer from
multimorbidity’>*. As the global population continues to grow and age, multimorbidity is
increasingly prevalent in eldetfy patients.

The managmaent of multimorbid patients presents many challenges for Europe. As healthcare
systems remain singldisease focussed, the optimal healthcare pathway for multimorbid
patients is very complex. Healthcare costs associated with multimorbidity are higkiagd ri

An estimated 55% of all healthcare costs are due to multimorbidity. Currently, there are
limited means to address effectively the complex needs of multimorbid patients and
caregivers. There is a lack of best practices. As a result, multimorbid tpadigifer from
inappropriate interventions, including delays in the care pathway, polypharmacy, adverse drug
reactions, or nomdherence to treatments. This leads to a highly negative impact on the
guality of life of individuals and is often associatedhagignificant costs, some of which are
avoidable.

Scope Proposals should focus on interventions for effective, integrated paéietred
approaches, to improve the management of multimorbid elderly patients. Proposals should
support the delivery of bestare adapted to such patients. The patientred approach
should be holistic, inclusive, cresectoral and interdisciplinary. Proposals should aim at
improving the quality of life of the elderly patient, by targeting individuals, formal and
informal caegivers and simplifying the care pathway of multimorbid patients, including
through seHmanagement. Proposals may stratify patients, develop the clinical concept of
intrinsic capacity and use social innovation. Proposals should define quality performance
indicators for the management of multimorbidity and aim to strengthen cooperation among
different health disciplines and medical specialties. Sex and gender differences should be
taken into account. Aspects of independent living, fragmentation of treatpodyptharmacy,
adherence to treatments may also be addressed. Health economics, cost effectiveness and
inequalities should also be addressed.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 4 to 6 million wouldallow this specific challenge to be addressed appropriately.

154 Multimorbidity is defined as coexistence of multiple chronic diseases and medical conditions in the
same individual (usually defined as two or more conditions).
155 The elderly population is defined as people aged 65 and over (OECD definition).
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Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpactActions are expected to contribute to better management of multimorbid
elderly patients and cost containment in healthcare interventions by addressing one or more of
the following points:

1 New validated, patiendriented and stratified care pathways and healthcare models for
the management of multimorbid elderly patients.

1 New clinical guidelines and best practices for improved management of elderly
multimorbid patients.

1 Developed or modified quality key performance indicators for the management of
multimorbidity.

Type of Action Research and Innovation action

The conditions elated to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-25-2019: Demonstration pilots for implementation of personalised medicine
in healthcare

Specific Challenge Personalised medicine (PM) has the potential to rekgon among
others, the increasing burden of-morbidities and thus enhance the sustainability of
healthcare systems. With the increasing number of scientific approaches available, it is crucial
to demonstrate the benefit of large scale deployment obpalised medicine to citizens and
healthcare systems. This was also one of the conclusions of the Personalised Medicine
Conference 2016h{tp://ec.europa.eu/research/cenginces/2016/permed2016/index.kfm

Scope The pilot projects should demonstrate the benefit for individuals as well as the
implementability and economic viability of personalised medicine approaches in real life
healthcare settings. The pilots should a#oted to the needs of citizens, making use of a
wide variety of data and proposing prediction, prevention or treatment solutions, focussing on
diseases with high burden to society (taking due account of sex/gender differences) and
including multimorbidity conditions if relevant. The use of big data approaches and high
performance computing is encouraged. Applicants should ensure coordination with national,
regional or local authorities engaging in healthcare environments and should aim at linking
different institutions (hospitals, other healthcare facilities, public health authorities, payers
etc.). The pilot projects should engage partners in regions or cities having adopted or that are
in advanced planning for introducing PM approaches. Patient repagges as well as
partners from countries that are in the process of upgrading their healthcare systems should be
involved, ensuring a wide European dimension. Applicants should address the health
economic, ethical, legal and societal aspects of the pegpaction. Taking into account the
advances already achieved for PM approaches in cancer and rare diseases, projects with
primary focus on these diseases are excluded from the scope of this topic.
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The Commission considers that proposals requesting aladian from the EU of between

EUR 18 and EUR 20 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

1 Evidence for @M-based model of care that can be used as a basis for the delivery of
new ways of care organisation.

1 Demonstration of the viability and feasibility of PM approaches inlieabettings and
at a large scale, exemplifying potential for savings in ovbedllthcare costs.

1 Widening of PM approaches to include diseases other than cancer and rare diseases.

71 Linking of different actors for healthcare, economy, lifestyle, healthy living and
regulation, making use of the multitude of data available.

Type ofAction: Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-26-2018: HTA research to support evidencéased healthcare

Specific ChallengeHealth technology assessment (HTA) isng&y increasing importance

across Europe and the world as a tool to support evidmsmd decisiemaking in
healthcare. HTA aims to assess the added clinical/therapeutic value of a new health
technology compared to the existing standard of care, umd@eugual circumstances of
healthcare practice (relative effectiveness assessment). HTA can also assess additional aspects
of added value (e.g. economic or organisational), depending on the specific context in which

it is used.

European collaboration on HThas increased in recent years, notably in the context ef EU
funded projectS®, including work towards shared methodologies and the joint production of
relative effective assessments. Despite recent progress, a number of methodological
challenges remain ithe field of HTA. This includes a need for methodologies that address
the specificities of particular types of health technoldgiesd their increasingly combined

use in healthcare. Better methodological agreement is also needed in particular therapeutic
areas, including on important aspects of relative effectiveness assessment such as health
outcome measures. Moreover, there is a need to resolve methodological issues related to the

156 EUnetHTA Joint Actions 83, AdHopHTA, ADVANCE-HTA, INTEGRATE-HTA, MedtecHTA,
GetReal, ADAPTSMART

Health technologies are broadly defined to include e.g. pharmaceuticals, medical devidgs, in
diagnostics, medical procedures, screening tests, vaccination programmes, eHéatheameasures
used for health promotion, disease prevention, diagnosis or treatment.

157
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use of "realworld" data, to inform the assessment of effectiveness utlterusual
circumstances of healthcare practice.

Thus the challenge is to address these complex issues and needs, by bringing together
methodological expertise from across the various relevant research communities. Such a
collaborative effort should draw dhe best available expertise and latest evidence, in order to
develop methodological approaches that are scientifically sound, fit for purpose and fit for the
future.

Scope Proposals should develop new or improved methodological approaches and
frameworks and foster methodological consensuslding, to address all of the following
areas:

1.

Specific types or groups of health technologi¢stp adapt existing HTA frameworks to
reflect the specificities of particular types of health technol8gies which HTA is
currently less established but gaining importance. Particular consideration should be
given to the increasing role of combinations of technologieslep@ndent technologies

(e.g. companion diagnostics) and personalised medfiéinehealthcare.

. Sekcted therapeutic areakhe focus should be on therapeutic/disease areas where new

products frequently face challenges in HTA, but a high unmet medical need persists.
Methodological work and consenshilding should be aimed at key issues for relative
effectiveness assessment, such as pateevant health outcomes, appropriate outcome
measures, clinically relevant patient subgroups, and the current eviokese standard

of care. With regard to patientlevant health outcomes, patient preferencegatidnt
reported outcome measures (PROMs) should be taken into account. Particular
consideration should be given to strengthening synergies between HTA and clinical
guideline development, with a view to more consistent reporting on the
clinical/therapeut value of health technologies.

Use of realworld data: Methodological work should address current concerns and

uncertainties around the quality and suitability of «weatld data (e.g. from diseases
specific registries and routine healthcare databases) for relative effectiveness assessment
in HTA. It should &0 contribute to broader efforts for improving the collection,
comparability and analysis of reabrld data across Eurofyé

Implementation:In all of the above areas, part of the efforts should be directed at

implementation of methodological work, usiegy. case studies or pilots. Involvement of
HTA bodies in all of the above areas should ensure that the needs of HTA practitioners
are addressed and uptake in HTA practice is facilitated.

158

159

Personalised medicine refers to a medical model using characterisation of individuals' phenotypes and
genotypes (e.g. molecular profiling, medical imaging, lifestagéa) for tailoring the right therapeutic
strategy for the right person at the right time, and/or to determine the predisposition to disease and/or to
deliver timely and targeted prevention.

Synergies should be sought with related initiatives, e.g. BUmetloint Action 3 (Work Package 5),

the EMA initiative for patient registries, and JRC activities on registries.
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The proposed consortium should bring together partners refivant expertise from e.g.
academia, HTA bodies, regulators, centres of expertise for clinical research atf, care
scientific and medical learned societies, and organisations involved in developing evidence
based clinical guidelines and systematic regiaw healthcare. The consortium should also
seek input from relevant stakeholders such as patients, technology developers, healthcare
providers and payers. The composition of the consortium should ensure a broad geographical
representation of European cties. Gender equality aspects should be taken into account in
carrying out the relevant research objectives and activities.

Proposals should complement or build on existing work, including results efided
projects in the field of HTA. The consortim should closely liaise with EUnetHEA to
avoid duplication, build on EUnetHTA existing work and create synergies with ongoing
EUnetHTA activities and other relevant EU cooperation efforts.

The Commission considers that a proposal requesting an EU ctintribetween EUR 5 to

10 million would allow this specific challenge to be addressed appropriately. Nonetheless,
this does not preclude submission and selection of proposals requesting other amounts.
Should more than one proposal be selected, applicamtexgected to collaborate and this
should be indicated in the proposal.

Expected Impact

1 New or improved methodological approaches, frameworks and condarikiisg
mechanisms to address the abawentioned challenges for particular types and groups
of technologies, therapeutic areas and-vealld data use in HTA.

1 Strengthened methodological quality of HTA by input of specialist expertise from the
broader scientific, clinical research and evidebased healthcare community.

1 Improved methodological agmeent between HTA researchers across Europe,
increasing the impact of HTA on evidence generation, clinical guideline development
and evidencéased healthcare.

1 Contribute to strengthening EU cooperation on HTA, building on ongoing and planned
efforts.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

160 For rare diseases, involvement of European Reference Networks (ERNs, see
https://ec.europa.eu/health/ern/policy_en) should be considered.
161 EUnetHTA Joint Action 3 is a European network of national/regional HTA bodies under the EU Third

Health Programme.
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SC1-BHC-37-2020: Towards the new generation of clinical trialg trials methodology
researcht6?

Specific Challage Efficient and effective clinical trial§3are the primary means to provide
scientific evidence to ensure optimal health interventions. Although the randomized
controlled trial (RTC) design is regarded as the gold standard for evaluating the effestivene
of intervention in clinical research, there is a need for new trial methodologies that address
current challenges such as:

1 Globalization of clinical research;

f Use of emerging health technolodf¢4%>16¢:

1 Defining patient populations and patient enrolmérstsgies;
f Data managemelt.

Given that all clinical research relies on voluntary contribution of patients, new designs may
reduce the operational complexity, assure transparency and build trust, meeting all ethics
standards and protecting the individ@als p er s o n a | i %8 ntity and priv

Additionally, nonrcommercial trials often show suboptimal performance as compared to large
commercial trials in terms of data collection, management and processing, good clinical
practice compliance, and pharmacovigilantere is a need of a new methodology that
improves their legislative compliance and encourage clinical trials conducted By non
commercial sponsors.

Scope Proposals should focus on methodology research and develop innovative solutions to
improve the desig conduct and analysis of clinical trials. Proposals should identify and
validate methods that will improve the generalizability of evidence generated through
differently designed trials, including personalized medicine approaches and combinatorial
interventions®®. In order to draw meaningful conclusions following state of the art of

162 Trials Methodology Research refers to research into the methods used in the design, conduct, analysis,
reporting and knowledge translatiof clinical trials to ensure that effective and efficient methods are
available for the conduct of clinical trials.

163 Clinical Trial Regulation EU No. 536/2014;
https://ec.europa.eu/health//sites/health/files/files/eudraletivey_2014 536/reg_2014 5361.pdf

164 https://www.who.int/medical_devices/innovation/new_emerging_techs/en/

165 Regulation 2017/745 on Medical Devices; https:Hexreuropa.eu/legal

content/EN/TXT/PDF/?uri=CELEX:32017R0745&from=EN

166 Regulation 2017/746 on 4¥itro Diagnostic Devices;

167 Eichler HG and Sweeney F. The evolution of clinical trials: Can we address the challenges of the
future? Clin Trials. 2018 Feb;15(1_suppl}3Z. doi: 10.1177/1740774518755058. PubMed PMID:
29452522

168 Regulation (EU) 2016/679 of the European Parliamewt af the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of personal data and on the free movement of
such data (General Data Protection Regulation); http://data.europa.eu/eli/reg/2016/609/2016

169 EuropeanCouncil Conclusion on personalised medicine for patients (2015/C 4216B%:{/eur
lex.europa.eu/legatontent/EN/TXT/PDF/?uri=CELEX:52015XG1217(@from=EN) for
combinatorial _interventions,  seitps://www.england.nhs.uk/wgontent/uploads/2015/03/tdséd

prospectus.pdf
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statistical analyses, applicants need to demonstrate access to adequate clinical trial data sets
that will be included into the proposed research.

The proposed methodology shdwallow sound extrapolation in various subgroups of disease

of high public health burden as well as integration of RTC data anéappsbval evidence
generation. Furthermore, applicants should identify best practices to prevent bottlenecks in
execution 6 clinical trial, including issues related to patient recruitment, adherence and
compliance, governance, ethics, sex and gebdsed analysis as well as data sharing.

The special attention should be put on4sommercial trials, including quantifiable ilcdtors

to measure the qualitative improvement in terms of trial management, data processing, and
reporting. Whenever relevant, proposals should cover different aspects of training exercises,
including handsn trainings and closer monitoring of the sdi@mtand technical staff
involved in the conduct, management and analysis of the trial.

All literature analyses to define the current state of the art in the clinical trial methodology
research must be completed at the time of submission of the propeshbddlogy research
related to clinical studies exclusively on medical devices is not in the scope of this topic.

In this topic, the European Medicines AgeHE€yEMA) and the Commission Expert Group

on Clinical Trial$"*will support the selected applicant consortium in the implementation of
the action. Successful applicants under this topic are also expected to liaise with the
successful applicants of the relevant coordination and support action (CSA}fdpicin
orderto exchange information, avoid potential overlapping activities, create synergies and
support the CSA goals. To maintain the interactions with the CSA consortia, specific tasks
and a dedicated budget should be foreseen in the proposal. Additionallyitaterss: with

the European Centre for Disease Prevention and Céfftatlould also be envisaged as
additional relevant activities of the successful proposals.

Please note that this topic will take the form of lump sums as defined in Commission Decision
C(2017)7151 of 27 October 201?. Details of the lump sum funding pilot scheme are
published on the Funding & Tenders Pottétogether with the specific Model Grant
Agreement for Lump Sum§ applicable.

170 https://www.ema.europa.eu/
171

http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&grouplD=
1464&NewSearch=1&NewSearch=1

~ OO

172 Proposals funded under the SBCO-182020 topi c: iDevel oping an a
framework for improved clinical investigation andaduation of highr i sk medi cal devi ces
173 The consortium of the project STARS (825881) 1S

sciences and supporting regulatory scientific adyv

174 https://ecdc.europa.eu/en/home

175 http://ec.europa.eu/research/participants/data/ref/h2020/other/legal/lump_sum/lumpsum@édigion
7151 en.pdf

176 https://ec.europa.eu/info/fundirignders/opportunities/portal/screen/home

1 http://ec.europa.eu/research/participants/data/ref/h2020/mga/lumpsumtn@eP@npsumpilot-
multi_en.pdf
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The Commission considers that proposals requesting a adrarifrom 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

1 Improved relevancequality and efficiency of clinical trials conducted with public
funding.

1 Potential to establish a novel clinical trial methodology supported by regulatory
authorities.

Type of Action Research and Innovation action Lump Sum

The conditions related to thitopic are provided at the end of this call and in the General
Annexes.

SC1-HCO-12-2018: Innovation in healthcare- a CSA towards using precommercial
procurement and public procurement of innovative solutions in healthcare systems

Specific Challengelnnovative solutions for healthcare have the potential to improve patient
care in European healthcare setting. Integrated ‘@gménciples allow care for patients to be
better coordinated, and jointly planned by the health and social care professionals across
vertically and horizontally relevant preventive and curative services. To respond to changing
organisation of care and support the transition of hospital services toavaatgentcentred
integrated caremodel, healthcare providers are encouraged tofgwoes and create demand

for such innovations through public joint procurement, serving the triple aim of healthcare:
better care experience, better care outcomes, and more efficient care.

Implementation of timely and corredtagnostics for infectious sikaseshat will speed up the
identification of the causative infectious disease pathogens, resistance and drug susceptibility
is crucial for tailoring the antimicrobial treatment to ensure appropriate antimicrobial drug use
and to reduce unnecessary prggmons. As innovative rapid diagnostics are significantly
more expensive than cultubased diagnostics that are widely used since decades, the uptake
of these new tests in hospitals and especially primary care centres has been limited. To
respond to th clinical and public health need and to facilitate the uptake of innovative rapid
diagnostics for infectious diseases into healthcare practice, contracting authorities can act
together to create demand for such innovations through public joint procurement

178 Integrated care considers initiatives seeking to improve outcomes of care by over@sueg) of
fragmentation through linkage or coordination of services of different providers along the continuum of
care
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However, before joint innovation procurement can be undertaken, first thebomolss
cooperation between interested healthcare procurers must be established to counter
fragmentation of delivering innovative solutions in healthcare settihgs

Scope Theobjective of this coordination and support action (CSA) is to create a Ewidpe
consortium of healthcare providers and public procurers in the health and social care sector
that define together unmet procurement needs to implement innovative solutions
healthcare.

The consortium should prepare future procurement topics to conduct:

1 A PCP/PPI to implement rapid diagnostic tools for infectious diseases in clinical practise
(at least 1 topic). To assure the compatibility and interoperability betweerionfec
disease diagnostics and avoid technological standardisation issues, public health sector
procurers that participate in this CSA should also develop specifications that are suitable
for Europewide deployment of the innovative diagnostics.

1 One or morePCP/PPIs to drive the shift towards health systems reform. Clinicians,
patients, public procurers in healthcare systems, health and social care facility managers,
and health insurers/payers should work jointly to identify the gaps and needs that will
lead to the development of new innovative solutions for patoemtred integrated
healthcare.

Activities supported by this CSA should include the following aspects:

1 preparation of innovation procurement calls to be published in topieBECE20-2020
of the Work Programme 2018020. That topic will follow the specific requirements for
innovation procurement PCP/PPI supported by Horizon 2020 grants as set out in General
Annex E of the work programme.

1 open market consultation with the industry, including onrieai and service readiness
1 analysis of the suitable testing environments

1 analysis of differences in legal public procurement framework for the participating
procurers in health and social care,

1 market analysis and analysis of potential barriers (starsddiah, certification,
regulatory requirements, intellectual property rights, contracting models, payment
schemes)

1 consultations with relevant stakeholders, -esdrs (consumer organisations,
reimbursement bodies) to prepare for a future market uptake sbtutions.

Expected Impact

17 This call topic is complementary but separate from BIG-20192020 for digital solutions for health
and care services
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1 Improved networking of health and social care providers and public procurers in
healthcare systems to identify stakeholders and specifications for a strategy to launch
procurement for innovative diagnostics for infectiodiseases, and for innovative
solutions in integrated care.

1 Optimised procurement strategy for innovative infectious disease diagnostics and for
innovative solutions in integrated care.

The Commission considers that a proposal requesting an EU contribetiwaen EUR 1.5
and 2 million would allow this specific challenge to be addressed appropriately. Nonetheless,
this does not preclude submission and selection of proposals requesting other amounts.

Type of Action Coordination and support action

The conditons related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-20-2020: Coordination of clinical research activities of the European
Reference Networks

Specific ChallengeEuropean Reference Networks (ERNs) have lestablished under the
Directive on Patients' rights in crebsrder health care in view of tackling complex or rare
diseases and conditions that require highly specialised diagnostic tools and treatments. ERNs
in collaboration with other European initiagis will gain major research potential due to their
network structure bringing together highly specialised multidisciplinary expertise across
Europe and access to patient populations of rare diseases and complex conditions that require
highly specialised &atments. Realisation of this potential requires highly organised
coordination among the 24 ERNSs, which operate in 26 countries, over 300 hospitals and more
than 900 health care units, and also with other Eulegheesearch collaborations beyond the
netwaks, with all the other actors in the field of rare diseases research, especially the
European Joint Programme on Rare Diseases. Support for coordination of the research aspects
of ERNSs is currently limited.

Scope This activity will aim at enhancing resea and innovation capacity of the ERNs in

view of achieving the goals of the International Rare Diseases Research Consortium
(IRDIRC) for bringing new diagnostic tools and therapies more efficiently to the patients and
for developing methodologies to asse¢he impact of diagnoses and therapies on rare disease
patients, taking into account sex and gender differences where relevant. . Support will be
given to identify research priorities and potential synergies among ERNs and coordinate
research and innovanh activities to be tackled by ERNs. The project should address fostering
collaboration in the field of clinical research among ERNSs, Hfi¢pendent clinical
research collaborations and other stakeholders, such as research infrastructures, industry and
patient organisations, as well as international collaboration with other clinical research
networks. Close collaboration with the European Joint Programme on Rare Diseases will be
necessary to ensure complementarity, to achieve relevant synergies andvavtags. To

ensure broad geographical representation and participation across ERNs the proposals shall
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involve participants from several countries and aim at engaging all approved ERNs and other
relevant research networks in Europe.

The Commission conside that proposals requesting a contribution from the EU of between
EUR 1.5 and 2 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

1 Along the IRDIRC vision to enable all people living with a rare disease to receive an
accurate diagnosis, care, and available therapy within one year of coming to medical
attention by 2027.

1 Contribute to the development of a comprehenBrepean ecosystem for rare diseases
and conditions that require highly specialised treatments, which brings efficiently results
of research and innovation to the benefit of the patients.

1 Enhance synergy with the Connecting Europe Facility ProgrammehanBU Health
Programme which provides support for the functioning of the ERNs and the
development of patient registries for ERNSs.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call emthe General
Annexes.

1.5 Decoding the role of the environment, including climate change, for health and well
being

This priority will assess the impact of environment (i.e. factors external to the human body
and to health and healthcare systems, inclgdclimate change) on health and we#ing,

and the related socieconomic impacts. This priority will address five main items: (i) the
development of new testing and screening methods to identify endocrine disrupting chemicals;
(i) the development ohe 'human exposome’, allowing the assessment of the totality of the
life-long environmental influences that individuals are exposed to and their health impacts;
(i) understanding the impact of micrcand naneplastics on human health; (iv) the
developmennof a European environment and health research agenda for the future; (v)
innovative actions for improving urban health and wellbeing This priority contributes to the
Ostrava Declaration on Environment and Hedfftand the EU chemical and other sectoral
padlicies. Where appropriate, this priority will build on existing results from projects funded

180 http://www.euro.who.int/en/medieentre/evenisvents/2017/06/sixtministerialconferenceon

environmemnandhealth/documentation/declaratioi-the-sixth-ministeriatconferenceon-
environmentandhealth
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under previous EU research framework programmes and create links to the European Human
Biomonitoring Initiativé®’,

The expected key impacts are improved risk assg#sand mitigation measures. This
priority aims to reinforce health and wellbeing as a strong driver for the societal and political
changes needed in support of a sustainable society. The research undertaken will provide
tools and evidence enabling newpapaches to estimate the environmental burden of disease
and will through new knowledge reinforce the evidence base for preventive actions.

One of the priorities of the Work Programme for 2020 will be to support the implementation
of some of the researclsects identified in the European Strategy for Plastics in a Circular
Economy??, the Bioeconomy Strateldfy; the Integrated Maritime Polié§, and the European
Strategy for Marine and Maritime Reseat®h This priority will be implemented through
several topicovered by different Societal Challenges and the Leadership in Enabling and
Industrial Technologies (LEIT) pillaf®.

These topics promote a mutlisciplinary approach involving various research fields, such as
environmental technology and sciences, ocsarnces, bimedical sciences, materials
science and nanotechnologies, exposure science, analytical chemistry, biotechnology, food
sciences, business model and product design, systems thinking and behavioural sciences.
They aim to enhance the understamdiof the drivers and impact of plastic pollution,
including pathways and fate of maeronicro- and nanoplastics in the marine and terrestrial
environments, to strengthen the means to reduce the plastic burden in the environment and to
improve the desigrproduction, use and reuse of materials and products. Taking a-multi
faceted approach to address an issue crossing many regulatory boundaries and being of
interest to the general public, this priority intends to strengthen the area of plastics research
asa bridge to future activities.

Selected projects under these topics supporting the Plastics Strategy are strongly encouraged
to participate in joint activities as appropriate, as indicated under the relevant topic text.

181 www.hbm4eu.eu/

182 https://eurlex.europa.eu/legatontent/EN/TXT/?qid=1516265440535&uri=COM:2018:28:FIN

183 https:/ec.europa.eu/research/bioeconomy/index.cfm?pg=policy&lib=strategy

184 https://ec.europa.eu/maritimeaffairs/policy ;enand http://ec.europa.eu/environment/marine/geod

environmentaktatus/index_en.htm

185 https://eurlex.europa.eu/legadontent/EN/TXT/?uri=LEGISSUM%3Ari0008

186 SC1BHC-36-2020 Micre and naneplastics in our environment: Understanding exposures and impacts
on human health (Health, Demographic Change and Wellbeing, SC1}21SE®0 - Emerging
challenges for soil management (Food Security, Sustainable Agriculture and Forestry, Marine and
Maritime and Inland Water Research, and The Bioeconomy, SC2)BZ0192020: The Future of
Seas and Oceans Flagship Initiative: [C] 260Zechnologies for lbservations (SC2); FNR6-2020:
Oceans Innovation Pilot for the Blue Economy (SC2); FO82020: Supporting the food safety
systems of the future (SC2); €¥524-2020: Improving the sorting, separation and recycling of
composite and muHiayer materials(Climate Action, Environment, Resource Efficiency and Raw
Materials, SC5); CE5C528-2020: Develop and pilot circular systems in plastics, textiles and furniture
sectors (SC5); CEBC525-2020: Understanding the transition to a circular economy and its
implications on the environment, economy and society (SC5SC&29-2020: A common European
framework to harmonise procedures for plastics pollution monitoring and assessments (S66F CE
30-2020: Plastics in the environment: understanding the sourcesptrd and distribution of plastics
pollution (SC5); CEBIOTEC-09-2020: Upcycling bio plastics of food and drinks packaging (LEIT).
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Proposals are invited against tllldwing topic(s):

SC1-BHC-27-2018: New testing and screening methods to identify endocrine disrupting
chemicals

Specific ChallengeThere are a variety of natural and anthropogenic chemicals that can
produce adverse effects via a disruption of the bahdecrine (hormone) system, referred to

as endocrine disruptors (EB%) EDs are of increasing importance in chemical regulations in
the European Union, and criteria to identify EDs have recently been presented for two pieces
of EU legislation (Biocidal Pruct Regulation and Plant Protection Products Regulatfon)

In the EU, the legislation regulating chemical substances often includes their screening and
testing according to the EU test methods regul&tforwhich predominantly contains test
methodsdeveloped under the OECT The current testing tools, including regulatoryivo

tests and novelh vitro assays, do not appropriately identify effects related to certain less
studied endocrinenediated pathways or health outcomes, in which EDs may plkcated.
Moreover, the new ED criteria require information about both the adverse effects and the
endocrine mode of action.

Scope New and improved approaches are needed to increase the quality, the efficiency and
the effectiveness of existing methods teet demanding and evolving regulatory
requirements worldwide. In consultation with relevant regulatory bodies, research should
improve and harmonise screening and testing protocols/strategies and hazard/risk assessments
by developing better and faster kotest methods or models, includimgvitro andin vivo

tests, higithroughput andn silico methods (e.g. QSAR), potentially combined with research

on adverse outcomes pathways. Kowitro tests, appropriate coupling of their results to
human healtheffects should be ensured. Information is also needed as regards how
epidemiological and field monitoring data, which are also to be considered as data sources in
a regulatory context, can be used to gain information about possible associations between
levels of exposure to specific chemicals and-felated effects. Focus should be on the most
urgent regulatory needs, e.g., methods addressing the thyroid axis, developmental
neurotoxicity, metabolic disorders, female reproduction andgemotoxic carcinogecity.
Proposals should involve, in addition to academic researchers, regulatory agencies and other
actors as appropriate. Proposers should consider sex and gender analysis when relevant.
International cooperation is essential. Proposals are requiredstwibde how they will
contribute to ongoing international ED related activities (e.g. OECD work, EU level
databases), including decision schemes under development. To speed up regulatory uptake of
tests, validation is an essential step to be included iprtposals.

187 WHO/UNEPRState of the science of endocrine disrupting chemicals 2012:
http://www.who.int/ceh/publications/endocrine/en

188 Communication from the Commission to the European Parliament and the Council on endocrine
disruptors and the draft Commission acts setting out scientific criteria for their determinatfon
context of the EU legislation on plant protection products and biocidal products:
http://ec.europa.eu/health/endocrine_disruptors/policy/index_en.htm

189 eurkecvam.jrc.ec.europa.euf@himattestingsafetyassessmesthemicals/test_method_reg

190 OECD work on endocrine disrupters:
http://www.oecd.org/env/ehs/testing/oecdworkrelatedtoendocrinedisrupters.htm
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The Commission considers that a proposal requesting an EU contribution between EUR 4 to 6
million would allow this specific challenge to be addressed appropriately. Nonetheless, this
does not preclude submission and selection of proposalssteguether amounts.

Collaboration between successful proposals will be encouraged.

Proposals could consider the involvement of the European Commission Joint Research Centre
(JRC) as an added value in order to provide an effective interface betweendhehes
activities and regulatory aspects and/or to translate the research results into validated test
methods and strategies fit for regulatory purpose. In that respect, the JRC will collaborate
with any successful proposal.

Expected Impact

Improved hazat and risk assessment of EDs, including in the workplace.
Novel ED assay candidates for regulatory use.
Support for the OECD work on testing and assessing chemicals for ED identification.

Enhanced international cooperation.

= =2 =2 =4 =3

Contribution to the development of an international strategy and guidelines for testing
EDs and assessing associated hazard and risk.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this aall in the General
Annexes.

SC1-BHC-282019: The Human Exposome Project: a toolbox for assessing and
addressing the impact of environment on health

Specific ChallengeDespite the general acknowledgement by the scientific community that
'Genetics load thgun but environment pulls the triggdét when it comes to the causation of
major noacommunicable diseases (NCE) there is persistent uncertainty as to the global
burden of disease attributable to environmental (includingstifee and climatic) factors,
including healthcare costs and negative economic impact. Deciphering the human
exposom&Zis a novel way of addressing the challenge to improve health and reduce the
overall burden of disease. This will require improved knowledge of health risks, including
combinations of several risk factors, and the mechanisms by which they affect health at
different stages throughout the life course, including exposures in foetal life. Effective

191 Dr. Francis Collins, Director of the U.S. National Institutes of Health (NIH)
www.ncbi.nlm.nih.gov/pmc/articles/PMC2675383

192 http://www.who.int/meliacentre/news/releases/2016/destisbutableto-unhealthyenvironments/en/

193 The concept of the exposome refers to the totality of environmental exposures (diet, lifestyle,
occupational and environmental factors) from conception onwards, includiegtéal and internal
components.
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preventive action will need to be designed, building on knowledge of vaniglgactors,
including exposure to pollutants in daily life, individual behaviour and the social context,
taking into account gender issues.

Developing a Human Exposome Project would present a fundamental shift in looking at
health, by moving researchawy f rom Oone exposur e, one di se
complex picture upon which to build solid, cedtective preventive actions and policies in

the future. It would respond to the need for more complete and accurate indigidlal

exposure datan order to estimate the largely unknown environmental component of NCDs.

Scope Applicants should take advantage of the last decade's rapid technological advances
which have opened up new opportunities to collect, combine and analyse large data sets
offering new possibilities to understand the contribution of environmental factors to the global
health burden of common chronic diseases. Proposals should use innovative approaches to the
systematic and agnostic identification of the most important enviroahmesk factors for the
development of major NCDs across the life course (incluttingero), leading to preventive
interventions at the individual, group or population level and contribute to sustainable
healthcare. Weltesigned retrospective epidemigical studies may be included and
proposals may envisage the creation of a prospective Eunoleeexposomics cohort and
biobank, integrating behavioural, so@oonomic factors and clinical records.

The following components should be considered: agnesaduation of the role of multiple

and unknown exposures; assessment of individual exposure to multiple stressors; sensors that
combine external exposure and health data measurements; integration of external exposome
data with cros®mics responses and {genetic data; systematic evaluation and simulations

of the health impacts; soceconomic modelling and econometric analysis including ethical

and sex/gender aspects where relevant; better data mining tools, including advanced statistical
analysis of comlex data and higperformance/high throughput computing and storage; a
long-term host and a single shared data infrastructure, taking into account existing structures
and ensuring open access to data generated.

Innovation and connections with industry anepected in the areas of sensor development
(external exposome), omics technology and novel biomarker development (internal
exposome), bioinformatics, and data processing and management. Proposals are expected to
respond to a persistent or lestanding plicy/regulatory need where the exposome approach
would be useful to solve a scientific issue to underpin better regulation now or in the future
(examples: indoor and outdoor air quality, waste, occupational health, noise).

In order to establish an overamg Human Exposome Project, an overall coordination
mechanism between the projects funded will be required and will be added at the grant
preparation stage to all selected proposals as a common work package. Grants awarded under
this topic will be complemntary. The respective options of Article 2, Article 31.6 and Article

41.4 of theModel Grant Agreemermill be applied.
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The Commission considetBat a proposal requesting an EU contribution between EUR 8 to
12 million would allow this specific challenge to be addressed appropriately. Nonetheless,
this does not preclude submission and selection of proposals requesting other amounts.

Expected Impac

1 Innovation in environmental health sciences, in particular for external and internal
exposure assessments and data management.

1 Enabling researchers and policy makers to continuously include new knowledge in the
policy making processes by using the b to generate data and information.

1 Better prediction of disease risk by acquisition of new knowledge on the influence of
external exposures on biological pathways at differentstidgyes and identification of
early signs of health damage caused byrenwental factors.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-BHC-29-2020: Innovative actions for improving urban health and wellbeing-
addressng environment, climate and socioeconomic factors

Specific ChallengeThe natural and buf?* environment as well as the social fabric are
critical determinants of health and wbking. Three quarters of the European population now
live in cities and urbaisation continues at high speed, driven by economic growth and
employment opportunities. The related environmental changes e.g. pollution of air and water,
transportation problems, reduced social cohesion and stress affect physical as well as mental
healh. Although health has improved in the EU over the last decades, large differences in
health still exist between and within all countries in the EU. These differences are caused by
many factors such as living conditions, hea#fated behaviour, educatioaccupation and
income, health care. Some of these inequalities are wid€rings European cities are
growing, they are increasingly taking action and introducing policies to become more
sustainable and liveable, adapting to climate change, investingramge of smart and
innovative solutions such as clean and sustainable transport, higher energy efficiency and
stronger social cohesion. Similar initiatives are underway e.g. in Canada, USA as well as in
Asia and Africa which could provide valuable knovwded

At EU level, the Urban Agenda for the E¥8focuses on improving the life of their citizens
for example through the development of digital solutions, reducing urban poverty and better
integration of migrants and refugees. The headline targets in the2B4R@tegy aim to turn

194 Man-made structures, features, and facilities viewed collectively as an environment in which people
live and work https://en.oxforddictinaries.com/definition/built_environmént

195 http://www.healthinequalities.eu/abotlti/healthinequalitiesin-the-eu/

196 https://ec.europa.eu/futurium/en/urbagenda
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the EU into a smart, sustainable and inclusive economy delivering high levels of employment,
productivity and social cohesithi.

Improving urban health and reducing health disparities can be achieved by changes in
individual behaviou as well as policies such as urban design and sustainable transport,
(re)creating green and blue space or improved housing standards. There is a need to address
public policies across sectors to achieve health benefits, systematically taking into #aeount
health implications of decisions, to seek synergies, and avoid harmful health impacts (health
in all policies®?).

Scope European research should engage to build the evidence base of effective policies,
developing and testing new initiatives to imprauwdan health and environment in Europe.

Given the variety of national experiences across European countries and regions, there is an

i mportant potenti al to learn from each othe
urban health.

Proposals shouldevelop and test effective actions and/or policies for improved urban health
and wellbeing in Europe. Where applicable, health inequalities and environmental aspects
should be addressed. These actions or policies should also be assesseecftactiostess

as well as barriers and facilitators to implementation. Proposals should address improved
physical or mental health, or both, while considering the relevant-sooimomic and/or
environmental determinants of health. They could address any sectop(wiity on other
sectors than health care) or policy area relevant to achieve a lasting health improvement.
Proposals should include analysis of vulnerable groups and gender aspects and address any
such inequities in the design of interventions. Reseaims should bring in all appropriate
scientific disciplines to design and test interventions. This includes social scientists not least
for their role on behavioural aspects

In order to link research to practical needs and user demands, teams shawld otbler
relevant parties in urban health, building partnership with stakeholders such as policy makers,
users, business, and local communities. Proposals should address the need for more
systematic data collection on urban health across the EU, to &ktter analysis and
conclusions. This may include the linking up with relevant population based cohorts.

As urban health is of concern in many regions of the world, proposals should foresee the
possibility to link up internationally with other relevant arbhealth initiatives. Proposals
should include in their budgets funds for participation in at least one international meeting
gathering urban health initiatives relevant to the research.

The Commission considers that a proposal requesting aso&idbution between EUR 4 and
5 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

197 http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2010:2020:FIN:EN:PDF
198 http://www.who.int/healthpromotion/conferences/8gchp/statement _2013/en/
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1 More robust evidence for polianaking on improved urban health in the EU
1 Improved population health, physical and/or mental, in urban areas of the EU
1 Reduced health inequalities in urban areas

Type of Action Research and Innovation action

The conditions related to this topic are pridled at the end of this call and in the General
Annexes.

SC1-BHC-36-2020: Micro- and nanoplastics in our environment: Understanding
exposures and impacts on human health

Specific Challenge Global plastic production has increased exponentially over #s p
decades. A significant proportion of the plastic produced is not disposed of properly and
persists in the environment, especially the marine environment. Plastic products can be slowly
degraded into smaller pieces (micar even nanoplastics). Furtheore, micreplastics are
intentionally added to, for example, toothpaste and beauty products (referred to as
microbeads) or are a secondarygpduct of rubber from, e.g. textiles, tyre wear or artificial

turf.

Pl astic debris islasesocbatacthi wanhsa Mmadekutunpi
present originally in the plastic and chemical pollutants adsorbed to the plastic from the
environment, including metals and other persistent contaminants such as polychlorinated
biphenyls (PCBs) and flame& et ar dant s. The debris I s fil
gastrointestinal tract mechanically or it may look like food to some species, thus entering the
food chain, with unknown effects.

Risk assessments and reviews carried out in recent years have ednthad there is
evidence that humans are exposed to miaral naneplastics through their diet, drinking
water or inhalation. However, our understanding of the fate and toxicity of these plastic
particles in humans constitutes a major knowledge gapenagdit difficult to carry out
proper sciencdased risk assessment and management.

Scope Proposals should use innovative approaches to provide policy relevant scientific data
in support of improved human health hazard and risk assessment of micro raemior
plastics.

The following research priorities on mierand/or naneplastics, inter alia, can be
consideredf®:

1 Environmental/food/water sources for mic@nd/or naneplastics and transmission to
humans;

199 Applicants may choose to address all or some of the items

Part 8- Pagel07 of 203



Horizon 2020- Work Programme 20182020
Health, demographic change and wellbeing

1 Methods for identification and quantification aficro and/or nanglastics in foods,
environmental media and tissues;

1 Exposure levels of humans to mierand/or naneplastics and methods for human
biomonitoring;

1 Analytical methods for detection of microand/or naneplastics particles and
contaminants;

1 Microbial colonisation of microeand/or naneplastics as vectors for potential pathogens;

1 Micro- and/or naneplastics as condensation nuclei and/or carriers for airborne
particulate matter and chemicals harmful to health;

1 Toxicology and uptake of microand/or naneplastics and additives/adsorbed
contaminants;

1 Fate of micre and/or naneplastics in the gastrimtestinal or respiratory tracts and
secondary organs;

1 Effects and transport of micrcand/or naneplastics across biological barriers, and
bioaccumudtion and cell uptake of micrand/or naneplastics, including studies at the
cellular and molecular levels;

1 Consideration of the effect of shape (as well as size) of macrd/or naneplastics, and
comparison with the behaviour and effects of -sgnthdic homologues, e.g. wool
fibres;

1 Immune responses;
1 Preliminary investigations into lorgrm effects of microand/or naneplastics.
Sex and gender differences should be investigated, where relevant.

This topic is in support of the European Strategy Ftastics in a Circular Econorff.
Selected projects under this topic as well as projects selected under other topics in Horizon
2020 supporting the Plastics StratéYyare strongly encouraged to participate in joint
activities as appropriate. These jointiates could take the form of clustering of projects,
participation in workshops etc. The proposals will also be expected to demonstrate support to
common coordination and dissemination activities. Applicants should plan the necessary
budget to cover thesactivities without the prerequisite to define concrete common actions at
this stage. The details of these coordination activities will be defined during the grant
preparation phase with the Commission.

200 https://eutlex.europa.eu/legaiontent/EN/TXT/?qid=1516265440535&uri=COM:2018:28:FIN
201 See footnote 186
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The Commission considers that a proposal requeatirigU contribution between EUR 4 to 6
million would allow this specific challenge to be addressed appropriately. Nonetheless, this
does not preclude submission and selection of proposals requesting other amounts.

Proposals could consider the involvementhaf European Commission Joint Research Centre
(JRC) to provide added value regarding a number of aspects, e.g. interfacing between the
scientific and regulatory communities, advancing the regulatory assessment frameworks,
coordination of the developmentt i@levant guidance documents, guidelines and international
harmonisation. In this respect the JRC is open to collaborate with any successful proposal.

Expected Impact

1 Better understanding of health impacts of exposure to manol/or naneplastics,
including preliminary investigations into lortgrm impacts.

1 Innovation in human health hazard and risk assessment methodologies efamdoy
nanoplastics.

1 Contribution to the healtrelevant aims of the European Strategy for Plastics in a
Circular Econmy?°?and of the Bioeconomy Stratedy

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCO-13-2018: Setting the priorities for a European environment, kmate and
health research agenda

Specific ChallengeEnvironment and health research is wide in scope and multidisciplinary,
and the related policies and regulations are spread across different sectors and organisational
structures. In Europe, in additido the specific policies in sectors such as air and water
quality, noise or chemicals, there are currently several overarching policy programmes
governing environment and health: the Seventh Environment Action Progf&hion2020,

the WHGIled European Enwonment and Health ProcéS8% the Paris agreement adopted
under the United Nations Framework Convention on Climate CR&hged the United
Nations Agenda 2030 for Sustainable Developifénin order to respond to the new and
continuing challenges in environmte climate change and health in the next decade,
identified in these and other policy programmes, increased coordination andectibsation

of ideas between sectors is required. This will raise the visibility of the work undertaken,
introduce a moretrategic approach, thereby optimising and adding value to H2020 and the

202 http://eurlex.europa.eu/legatontent/EN/TXT/PDF/?uri=CELEX:52018DC0028&from=EN

203 https://ec.europa.eu/research/bioeconomy/index.cfm?pg=policy&lib=strategy

204 http//ec.europa.eu/environment/actiprogramme/

205 http://www.euro.who.int/en/healifopics/environmenindhealth/pages/europa-environmetand
healthprocessehp

206 http://unfccc.int/paris_agreement/items/9485.php

207 sustainabldevelopment.un.org/post2015/transformingourworld
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next EU research framework contributions to environment and health activities and policies in
Europe.

Scope The aim is to establish a research/policy coordination group consistirgjegaint
science and policy actors in environment and health from HAg#ed activities and
national/EU regulatory bodies as well as relevant international actors. The objective is to
identify proactively key policy areas requiring scientific support gavironment, climate
change and health related issues in the next decade and develop a Europeantenadium
research and innovation strategy and agenda covering key research and policyi dspcts
causality research and new technologies and approdashegaluation of soci@conomic
impacts of environment and health problems and preventive actions, also in occupational
settings. In addition to this strategy, a set of guidelines, agreed by the stakeholder community,
reflecting the current statef-art for health impact and risk assessment of environmental
factors applicable across key sectors, should be developed. The action is invited to structure
its work in an inclusive way, ensuring the engagement of all stakeholders including from
European countriewiith less developed environment and health research and policy. The
proposal should contain a clear work plan for 3 years, but be open for modifications required
to meet the needs of the relevant policy processes (e.g. development of the next EU research
framework programme, WHO environment and health process).

The Commission considers that proposals requesting a-yeegeduration and an EU
contribution between EUR 2 to 3 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

1 Development of a research and innovation agenda for the environment (including
climate change) and health nexus as input to the next Edameh framework
programme, including for occupational settings and quantification and monetisation of
health impacts of policies.

1 Contribution to the European WHO environment and health process and the
implementation plan resulting from the Ostrava Dextlan on Environment and Health.

1 Increased coordination between environment, climate change and health projects
supported across H2020 sectors and development of a-ouibisg stakeholder
community.

1 A set of guidelines for evaluating the soeiconomic mpact of environmental
influences on health and wellbeing recognised by the international community.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.
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1.67 Supporting the digital transformation in health and care

This priority focuses on (i) improving person centred care by implementing innovative
solutions using digital tools; (ii) using patient data to better manage complex chronic
conditions and (iii) éveloping a Health Research and Innovation Cloud.

The outcomes and impacts of the selected proposals would respond to the Commission
priority on OA connettaesd upidgitteal i Di rtchlee ChMamrn
enabling the digital transformatiofo heal t h and care i# the Digi

They would contribute to making the European health and care systems more accessible and
sustainable by providing more digitised and commdpéyed care models. They should

allow developing a digital ecomay in the health and care sectors contributing to the United
Nations Sustainabl e Devel opment Go-beingforo f EnN:¢
allatallage$'®® . Projects will have to further adva
Intelligenceto enable the digitisation of the health and care systems. The generated data will

have to be safe and interoperable as advocated in the European Free Flow of Data Initiative.

Proposals are invited against the following topic(s):

SC1-DTH-12-2020: Use ofRealWorld Data to advance research on the management of
complex chronic conditions

Specific ChallengeThe number of people with chronic illness is growing and almost half of
them have multiple chronic conditions. Patients with complex chronic conditioGEs)
have chronic multmorbidities or chronic disease complications that require the attention of
multiple health care providers or facilities as well as hdaged care. A patient with CCC
presents to the health care system with unique constellationeeds, disabilities, or
functional limitationd!™,

Managing patients with complex chronic conditions therefore needs approaches that ensure
multi-disciplinary, personalised and well accepted by the patient ways of care and monitoring.

The controlledrandomised clinical trials on chronic diseases provide important information
that can be translated in the daily clinical practice, but they often do not comprise sufficient
breadth and depth commensurate to the complexity of diseases, and to the degree of
personalisation of treatment needed.

Real World Data (referring specifically to any type of data not collected in a randomised
clinical trial) can complement these to fill the knowledge gap between controlled clinical
trials results and clinical practiceeeds in real environments. They can provide new insights
into disease patterns and help improve the safety and effectiveness of health interventions.

208 Updated by the DSM mitrm review: http://europa.eu/rapid/presslease_IP17-1232_en.htm
209 COM(2018) 233 final of 25.04.2018

210 https://sustainabledevelopment.un.org/sdg3

a1 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2150604/
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Tapping into this rich resource of o&6real WO I
colleced on a permanent/regular basis by public bodies or through devices and mobile
applications, , and smartly assembled in combination with clinical studies, should boost both
output and relevance of controlled clinical research results.

Scope The topic will support clinical research integrating Real World Data from clinical
practice or from patientdés daily | ife and |
purpose if relevant.).

The research focus will be on the use of real world data, either neglyred or from
existing sources (such as data from clinical professional societies/associations, cohorts,
registers, biobanks or collected through genome research initiatives) to improve the clinical
management of adults with complex chronic conditiong U$e of new technologies for data
analytics and interpretation such as artificial intelligence and computer modelling are
encouraged.

The proposed intervention should allow better treatment or monitoring of the person and thus
changes in disease progressiand/or therapy response. Quality of life, patient safety,
psychosocial aspects and wed#ling are important determinants of complex health conditions

and should be addressed whenever relevant. The research should also assess the potential and
use of RWDfor different health authorities like regulators of safety and quality or health
technology assessment bodies. Nevertheless, research has to take duly into account sex and
gender differences.

The proposed intervention must add clinical value as well aetab benefits and show
feasibility and sustainability in redife settings. In order to ensure acceptability and
sustainability of the intervention early involvement of patients and care providers in the
design of the research is considered essentialilé®ly, proposals should duly take into
account the diversity of health systems in different regions of Europe.

Data protection, data privacy and ethical isétfdsve to be carefully considered as personal

data from different sources are to be linkedhe course of the proposed research. Data sets
assembled under the project, including the |
a sustainable and accessible way so as to enable future research on the targeted CCC, thus
contributing to the owall imperative of Open Science.

Research that focuses on salinagement only is not in the scope of this topic. Research on
rare and/or infectious diseases are supported through other sections of the programme and are
excluded from the scope of this topi

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 proposatimggother
amounts.

212 http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual/hi/ethics/h2020_ddiakgthics
protection_en.pdf

Part 8- Pagel12of 203



Horizon 2020- Work Programme 20182020
Health, demographic change and wellbeing

Expected Impact

1 Demonstrate the potential of the use mdisiciplinary multisource Real World Data to
advance clinical research on complex chronic conditions;

1 Demonstrate potential and use of RWD, in particular RWD from dissgsesafic
professional societies/associations, by health authorities to understand safety, quality and
effectiveness of therapies;

1 Improve the clinical outcomes as well as quality of life of patients living with CCCs;

1 Advance the understanding of managemeit complex diseases including the
interdependence of emorbidities, thus underpinning evidence based therapies and
prognostic approaches;

1 Further development of new technological tools and platforms for advanced data
management;

1 Contribution to the croskBorder health data exchange and to the goals of the Digital
Single Market's,

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-13-2020: Implementaton research for scaling up and transfer of innovative
solutions involving digital tools for peoplecentred care

Specific ChallengePeoplecentred care is one of the main goals of health systémis

relates to a stronger orientation towards the needsople and their involvement in the
treatment process and decisimiaking. This is expected to result in a better care as
experienced by people, in less inequality, better health promotion, better disease prevention,
and treatments better targeted to pedbe need s . Heal t h syentteem tr a
care requires empowering citizétsand integration of servicé&s.

213 https://ec.europa.eu/digitalngle market/en/news/communicati@nablingdigital-transformation
healthand-caredigital-single marketempowering

214 World Health Organization 2016. What are integrated peoghred health services?
https://www.who.int/servicedeliverysafety/areas/peamatredcare/ipchsnvhat/en/

215 Empowering citizes refers among others to enhancing their self management, raising health literacy,
involving people through eproduction of care and supporting informal carers.
216 The concepts of integrated services and peopidgred care are complementary to each ofherson

centredness not only requires involving people to explore their needs and come to shared decisions
about treatment, but also a systende policy and organisation of services. Integrated care principles
allow care for patients to be better cooated, and jointly planned by the health and social care
professionals across relevant preventive and curative services.
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The growing digital transformation of health and care offers great opportunity to achieve this
transition. Innovative solutio”¥ involving digital tools have the potential to improve peeple
centred care through setfanagement, goal orientation and shared decisi@king.
However, technical innovation is unlikely to achieve the anticipated improvements/impact if
not accompanied by supportieeganisational and policy innovations. Given the complexity

and differences between health systems, emaisnal comparative health services and
systems research as well as implementation research are needed to better understand the
contextual factorgiiat impact the successful introduction, use and sustainability of innovative
solutions. This will in turn facilitate their scalabilf}? and their transferability to other
settings.

Scope Proposals should study the scating or transferability of an innaMive solution
involving digital tools, i.e. the conditions under which it can be implemented in other health
systems and whether it can have the same intended effect.

To address this specific challenge, the proposals should:

1 Identify an innovative solutio involving digital tools (or a set of comparable
innovations developed in parallel in different settings) with the potential to enhance
peoplecentred care. The selected innovative solution should be described and supported
by sufficient documented evidem on its effectiveness in specific contexts and if
possible coseffectiveness.

1 Design and conduct an implementation study to collect either prospectively or
retrospectively (depending on the maturity of the innovative solution) the evidence
needed to irdrm the successful scaling up or transfer to different health systems with
particular focus on the contextual factors including legal, ethical, behavioural and social
issues.

1 Identify the key aspects for scaling up or transfer, identify potential bamiecessary
measures/changes as well as facilitators to adopt the solution.

1 Develop a prediction model to help decisimakers decide on the implementation of the
solution as well as guidance to assess the future impact of the transferred solution on
health system performance.

Proposals should be multidisciplinary, bringing tbget expertise in health services and
systems research, human and social sciences and implementation f&sdaremmain focus
should be on improving peoptenteredness in Europe but solutions can originate from non

a1 The term @dAinnovative solutionso refers to any
technological innovations, organisationainovations and public health policies. Organisational
innovation should be understand in a broad sense including governance, payment, information systems,
roles and skills in attaining efficient health care organisations when introducing new technologies.
Scalability is used in the sense of the uptake in larger numbers of the same innovation in comparable
organisations and/or in the same sector.

Implementation research refers to the scientific study of methods to promote the uptake of research
findingsinto routine healthcare in clinical, organizational or policy contexts

218

219
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European countries. Gender aspects shdad taken into account. Careful consideration

should be given to vulnerable groups. Relevant stakeholders includingserslof research

and patientsdéd organisations should be identi
Innovative approaches gathering patients input should be considered.

The proposals should complement or build on existing initiatives, including (but not limited
to) results of Etfunded projects®.

Selected proposals should provide evidence to support the third pillar @Gbtheunication
from the Commission on enabling the digital transformation of health and care in the Digital
Single Market, "Digital tools for citizens empowerment and pecsored caré™".

The Commission considers that proposals requesting a contridfutionthe EU Horizon

2020 research programme of between EUR 3 and 4 million would allow this specific
challenge to be addressed appropriately. Nonetheless, this does not preclude submission and
selection of proposals requesting other amounts.

Expected Impet:

1 Availability of methods and strategies for the implementation of innovative, ethically
and legally sustainable solutions aiming at improving peopigred care

1 A better understanding of organisational and system changes, as well as social and
behaviairal changes required to successfully embed evidbased innovative solutions
involving digital tools into daily practice and ensure their sustainability

1 Increased scaling up and transfer of innovative solutions improving peepieed care
in Europe

1 Inthe medium and lorterm, health services more responsive to the needs of people and
their carers (formal and informal), more effective, efficient and equitable health systems.

Type of Action Research and Innovation action

The conditions related to thitopic are provided at the end of this call and in the General
Annexes.

SCI1-HCC-10-2020: Towards a Health research and innovation Cloud: Capitalising on
data sharing initiatives in health research

Specific ChallengeTechnological innovation has triggerad unprecedented increase in data
production in health research and healthcare. The need to make EU health research data FAIR
(i.e., Findable, Accessible, Interoperable anduBable) becomes more pressing than ever
before if European health research igaap the full benefits of this valuable resource. The
stakes are high because making optimal use of this health data is expected to both accelerate

220 e.g. TGREACH, ImpleMentAll, TICD, PROJECT INTEGRATE, SELFIE, SMART2D
221 https://ec.europa.eu/digitalngle market/en/news/communicati@mablingdigital-transformation
healthand-caredigital-single marketempowering
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research discoveries and bring them closer to clinical application for the benefit of EU
citizens.

A wide range of challenges needs to be overcome before this vision becomes a reality. To be
able to seamlessly integrate and analyse health data coming from different sources and
different health suldisciplines, individual research institutes and/or hospitalsldvoaed a

potent IT infrastructure and interoperability solutions as well as powerful data analytics tools.
Services in the Internet Cloud (i.e., Cloud Services) are a promising starting point to build
these systems.

Properly addressing the security gdracy of health research data, and the compliance with
various levels of legislations, in particular the General Data Protection Regulation (GDPR)
together with the applicable National legislations in the EU Member States/Associated
Countries and with ffierent jurisdictions is a critical step for the design of a Health Research
and Innovation Cloud (HRIC). These aspects need to be an integral part of the proposal so
that the collection, governance, sharing, analysis and curation of health researaradsta a
different application domains can be achieved in ways that are technologically robust,
scientifically reliable, and ethically and legally sound.

Scope The successful project should bring together -@iatensive EU health research
initiatives to degin animplementation roadmap /strategic agenda fora onestop shop, a

HRIC FAIR data portal respecting legal and ethics requirements. It should also define and
promote, among research projects, procedures to make data FAIR as well as a standard way of
comnunicating such data, so that anydystem can easily provide metadata to the portal.
This portal would serve as catalogue of all relevant publighgled health research databases,
registries and infrastructures (e.g., ESFRI) and allow access to higty dnealth research

data. The proposal is expected to buildoanmunity (i.e., a wider forum) in order to align
strategies and capitalise on the work done by relevant European and international initiatives.
The proposal should develdwo use caseswhereall the aforementioned aspects will be
integrated and analysed. These use cases should link health research data, and if relevant,
health research data with curated clinical data and health administrative data. The
participation of experts in ethics andwlaas well as patient representatives is strongly
recommended.

The proposal should algwoduce guidelines for researchers to contribute to the proper
application of the GDPR regulation, taking into account the specific features of
processing personal datan the area of health.

The HRIC should contribute to the European Open Science €foud

Project results should be widely disseminated to the relevant stakeholders across the Member
States and Associated Countries.

The implementation roadmap of the HRIC FAdRta portal will define how to address the
specific requirements of health research data. In this sense, the selected proposal is expected

222 http://ec.europa&u/research/openscience/index.cfm?pg=egmencecloud
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to collaborate with the projects funded under topics 'INFRAED&018 and
'INFRAEOSC06-20192020: Enhancing thEOSC portal and connecting thematic clouds', in
particular with those in the health field. Grants awarded under these topics will be
complementary. The respective options of Article 2, Article 31.6 and Article 41.4 of the
Model Grant Agreement will be apgdl.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 2 and 3 million would allow this topic to be addressed appropriately. Nonetheless, this
does not preclude submission and selection of proposals requeséngrotunts.

Expected Impact

1 A HRIC FAIR data portal respecting legal and ethics requirements. This portal should
serve as catalogue of all relevant publiftipded health research databases, registries
and infrastructures (e.g., ESFRI) and allow acoe$sgh quality health research data.

1 Through use cases, demonstrate the added value of close collaboration of health
researchers with healthcare providers and other actors in health care systems.

1 Guidelines on application of the GDPR and the EU Members$stand Associated
Countries national legislations. The developed guidelines should cover the processing
and further processing of health research data.

1 Contribute to the setup of a Health Research and Innovation Cloud, the Health thematic
cloud of theEuropean Open Science Cloud.

1 Contribute to the Digital Single Market through piloting IT health research solutions.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the Génera
Annexes.

Conditions for the Call - Better Health and care, economic growth and sustainable
health systems

Opening date(s), deadline(s), indicative budgét®):

Topics (Type of Action) Budgets (EUR million) Deadlines

2018 2019 2020

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 the deadtinby up to two months.

All deadlines are at 17.00.00 Brussels local time.

The budget amounts for the 2020 budget are subject to the availability of the appropriations provided
for in the draft budget for 2020 after the adoption of the budget 2020 Wyuttgetary authority or, if

the budget is not adopted, as provided for in the system of provisional twelfths.
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Opening: 07 Nov 2017

SC1BHC-152018 (RIALS) 52.00 06 Feb 2018 (First Stage
04 Sep 2018 (Secon
Stage)

SC1-BHC-03-2018 (RIA) 50.00 18 Apr 2018

SC1BHC-04-2018 (COFUNDEJP) 55.00

SC1BHC-05-2018 (RIA) 40.00
SC1BHC-09-2018 (RIA) 54.00
SC1BHC-16-2018 (RIA) 20.00
SC1BHC-18-2018 (RIA) 25.00
SC1BHC-21-2018 (RIA) 10.00
SC1BHC-23-2018 (RIA) 44.00
SC1BHC-26-2018 (RIA) 10.00
SC1BHC-27-2018 (RIA) 52.00
SC1:HCO-01-201820192020 8.00
(CSA)

SCLHCO-02-2018 (CSA) 2.00
SC1HCO-04-2018 (ERANET- 5.00
Cofund)

SCL1HCO-05-2018 (CSA) 2.00
SCL1HCO-06-2018 (CSA) 3.00
SCL1HCO-08-2018 (CSA) 3.00
SCIEHCO-09-2018 (CSA) 2.00
SCIHCO-10-2018 (CSA) 2.00
SCL1HCO-11-2018 (CSA) 1.00
SCLHCO-12-2018 (CSA) 2.00
SCIHCO-13-2018 (CSA) 3.00

Opening: 26 Jul 2018
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SC1BHC-01-2019 (RIA) 70.00 02 Oct 2018 (First Stage)
SCEBHC-02-2019 (RIA) 50.00 éfaggpr 2019 (Secon
SC1BHC-14-2019 (RIA) 95.00
SC1BHC-19-2019 (RIA) 25.00
SCLBHC-22-2019(RIA) 30.00
SCIBHC-25-2019 (IA) 60.00
SC1BHC-30-2019 (RIA) 40.00
SC1BHC-07-2019 (RIA) 50.00 16 Apr 2019
SC1BHC-10-2019 (PCP) 30.00
SC1BHC-13-2019 (RIA) 30.00
SC1BHC-28-2019 (RIA) 50.00
SC1BHC-31-2019 (RIA) 15.00
SC1BHC-32-2019 (RIA) 15.00
SCL1HCO-01-201820192020 4.00
(CSA)
SCIHCO-15-2019 (CSA) 1.00

Opening: 04 Jul 2019
SC1BHC-37-2020 (RIALS) 6.00 07 Apr 2020
SC1BHC-06-2020 (RIA) 40.00 07 Apr 2020
SC1BHC-11-2020 (RIA) 60.00
SC1BHC-17-2020 (RIA) 20.00
SC1BHC-20A-2020 (PCP) 25.00
SC1BHC-20B-2020 (PPI)
SC1BHC-33-2020 (RIA) 9.00
SC1BHC-34-2020 (RIA) 25.00
SC1BHC-35-2020 (RIA) 30.00
SC1BHC-36-2020 (RIA) 25.00
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SC1DTH-12-2020 (RIA) 41.00

SC1HCC-10-2020 (CSA) 3.00

SC1}HCO0-01-201820192020 4.00

(CSA)

SCIHCO-03-2020 (CSA) 2.00

SCLHCO-07-2020 (ERANET- 5.00

Cofund)

SCLHCO-14-2020 (ERANET- 5.00

Cofund)

SCLIHCO-16-2020 (ERANET- 5.00

Cofund)

SCXHCO-17-2020 (CSA) 2.00

SCIEHCO-18-2020 (CSA) 2.00

SCIEHCO-19-2020 (CSA) 2.00

SC}HCO-20-2020 (CSA) 2.00

SC1BHC-08-2020 (RIA) 80.00 24 Sep 2019 (First Stage

SCEBHC-24-2020 (RIA) 50.00 07 Apr 2020 (Secon
Stage)

SC1BHC-29-2020 (RIA) 35.00

SC1DTH-13-2020 (RIA) 20.00

Overall indicative budget 445.00 565.00 498.00

Il n recognition of the opening of the US Na
European researchers, any legal entity established in the United States of America is eligible
to receive Union funding to support its participation in projects suppartder the following

topics: SCi1BHC-01-2019, SCiBHC-02-2019, SCi1BHC-03-2018, SCiBHC-04-2018,
SC1BHC-05-2018, SCIHCO-01-201820192020, SCIHCO-02-2018, SCIHCO-04-2018,
SC1BHC-07-2019, SCi1BHC-09-2018, SC1BHC-10-2019, SCIHCO-05-2018, SC1BHC-
13-2019, SC1BHC-14-2019, SCiBHC-152018, SCiBHC-16-2018, SCi1BHC-18-2018,
SC1BHC-19-2019, SC1BHC-21-2018, SCIHCO-06-2018, SCIHCO-08-2018, SCIHCO-
09-2018, SCIHCO-10-2018, SCIHCO-11-2018, SCIBHC-22-2019, SC1BHC-23-2018,
SC1BHC-25-2019, SCiIBHC-26-2018, SCtHCO-12-2018, SCiBHC-27-2018, SCi1BHC-
28-2019, SCIHCO-13-2018, SCIBHC-30-2019, SC1BHC-31-2019, SCiBHC-32-2019,
SCL1HCO-15-2019, SC1BHC-06-2020, SCIHCO-03-2020, SCIHCO-14-2020, SCIHCO-

16/ 2020, SCIHCO-17-2020, SC1BHC-08-2020, SC1BHC-11-2020, SCIHCO-18-2020,
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SCIFHCO-19-2020, SCIBHC-17-2020, SCiBHC-20A-2020, SCiBHC-20B-2020, SC1
BHC-33-2020, SCiBHC-34-2020, SCiBHC-35-2020, SCIHCO-07-2020, SCiBHC-24-
2020, SCIBHC-37-2020, SCIHCO-20-2020, SCiBHC-29-2020, SCiIBHC-36-2020, SC1
DTH-12-2020, SC1DTH-13-2020 and SCHCC-10-2020

Beneficiaries in grants signed under this call will be allowed to charge the cost of clinical
studies on the basis of unit costs established in line with a methodology set up in the
Commission Decision C(2016) 7558hich is available on the Funding and tenders Portal.

Beneficiaries in grants signed under this call may be required by the European Commission,
in the context of a public health emergency, to provide timely open access or access rights to
research data wi¢h are relevant for addressing a public health emergency. Therefore the
relevant option of Article 29.3 of the Horizon 2020 Model Grant Agreement will be applied.

It is expected that qualityontrolled data are shared in accordance with the ERIR
principles.

Indicative timetable for evaluation and grant agreement signature

For single stage procedure:

9 Information on the outcome of the evaluation: Maximum 5 months from the final date
for submission; and

1 Indicative date for the signing of grant agreemektaximum 8 months from the final
date for submission.

For two stage procedure:

1 Information on the outcome of the evaluation: Maximum 3 months from the final date
for submission for the first stage and maximum 5 months from the final date for
submissiorfor the second stage; and

1 Indicative date for the signing of grant agreements: Maximum 8 months from the final
date for submission of the second stage.

Eligibility and admissibility conditionsThe conditions are described in General Annexes B
and C of tle work programme. The following exceptions apply:

SC1BHC-05-2018 Due to the specific challenge of this topic, in addition to
minimum number of participants set out in the General Anne
proposals shall include at least one participant from Canada

SCIHCO-01-2018 Due to the specific challenge of this topic, in addition to
20192020 minimum number of participants set out in the General Anne
proposals under 1. "International Aspect” shall include at |
one participant from the internationphrtner region CELAC

224 https://www.forcel1.org/group/fairgroup/fairprinciples
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(2018 call), China (2019 call) or from African Union Memt
States (2020 call).

SC1BHC-152018 Due to the specific challenge of this topic, in addition to
minimum number of participants set out in the General Anne
proposalsshall include at least one participant from dise¢
endemic countries.

SC1BHC-18-2018 Due to the specific challenge of this topic, in addition to
minimum number of participants set out in the General Anne
proposals shall include at least two papants from two
different CELAC countries.

SC1BHC-21-2018 Due to the specific challenge of this topic, in addition to
minimum number of participants set out in the General Anne
proposals shall include at least one participant from the Ru
Federation.

SC1BHC-25-2019 Taking into account the advances already achieved
Personalised Medicine approaches in cancer and rare dis
projects with primary focus on these diseases are excluded
the scope of this topic.

SC1BHC-32-2019 Due tothe specific challenge of this topic, in addition to |
minimum number of participants set out in the General Anne
proposal(s) shall include at least three participants from Indiz

Evaluation criteria, scoring and thresholdhe criteria, scoringnd threshold are described in
General Annex H of the work programme. The following exceptions apply:

SC1BHC-03-2018, The thresholds for each criterion in a single stage process w
SC1BHC-04-2018, 4 (Excellence), 4 (Impactland 3 (Implementation). Th
SC1BHC-05-2018, cumulative threshold will be 12.

SC1BHC-06-2020,

SC1BHC-07-2019,

SC1BHC-09-2018,

SC1BHC-10-2019,

SC1BHC-11-2020,

SC1BHC-13-2019,

SC1-BHC-16-2018,

SC1BHC-17-2020,

SC1BHC-18-2018,

SC1BHC-20A-2020,

SC1BHC-20B-2020,
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SCI}BHC-21-2018,
SC1BHC-23-2018,
SC1BHC-26-2018,
SC1BHC-27-2018,
SC1BHC-28-2019,
SCI}BHC-31-2019,
SCI}BHC-32-2019,
SCI}BHC-33-2020,
SCI}BHC-34-2020,
SCI}BHC-35-2020,
SC1BHC-36-2020,
SCI1BHC-37-2020,
SCI1DTH-12-2020,

SCIHCC-10-2020,
SCIFHCO-01-2018
20192020, SCIHCO-
02-2018, SCiIHCO-
03-2020, SCiIHCO-
04-2018, SCIHCO-
052018, SCIHCO-
06-2018, SCIHCO-
07-2020, SCIHCO-
082018, SCiIHCO-
09-2018, SCIHCO-
10-2018, SCIHCO-
11-2018, SCIHCO-
12-2018, SCiIHCO-
13-2018, SCiIHCO-
14-2020, SCiIHCO-
152019, SCiIHCO
16-2020, SCiIHCO-
17-2020, SCIHCO-
182020, SCIHCO-
192020, SCIHCO-
20-2020

SCI}BHC-01-2019,
SCI}BHC-02-2019,
SCI}BHC-08-2020,
SCI1BHC-14-2019,
SCI1BHC-15-2018,
SCIBHC-19-2019,
SCIBHC-22-2019,
SC1BHC-24-2020,

The thresholds for each criterion for the second stage of the
stage calls for these topics will be 4 (Excellence), 4 (Impact)
3 (Implementation). The cumulative threshold will be 12.
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SCI}BHC-25-2019,
SC1BHC-29-2020,
SC1BHC-30-2019,
SC1DTH-13-2020

Evaluation Proceduréhe procedure for setting a prity order for proposals with the same
score is given in General Annex H of the work programme.

The full evaluation procedure is described in the relegaitde published on the Funding &
Tenders Portal.

Grant Conditions

SC1BHC-10-2019, The funding rate for PCP actions is limited to 90% of the t
SCL1BHC-20A-2020  eligible costs to leverage dmancing from the pragrers in this
specific case.

SCI1BHC-20B-2020  The funding rate for PPI actions is limited to 35% of the t
eligible costs to leverage dmancing from the procurers in th|
specific case.

SC1BHC-31-2019 To ensure coherence and communication between prc
funded under this topic and with the HCA, the Commission
ensure an overall coordination mechanism between the pro
The respective options of Article 2, Article 31.6 and Article 4
2 of theModel Grant Agreememwill be applied.

SC1BHC-37-2020, The respective options of Article 2, Article 31.6 and Article 4
SC1}:HCC-10-2020 2 of theModel Grant Agreememwill be applied.

Consortium agreement

All topics of this call ~ Members of consortium are required to conclude a consot
agreement, in principle prior to the signature of the g
agreement.
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Call - Digital transformation in Health and Care
H2020-SC1-DTH-20182020

This call aims at supporting ¢hmanagement of health and wellbeing while empowering the
participation of citizens and facilitating the transformation of health and care services to
more digitised, persenentred and communHyased care models, thereby enabling better
access to healtlace and the sustainability of health and care systems. Secure and
interoperable data as an enabler together with state of the art technologies such as Artificial
Intelligence and Big Data analytics are essential building blocks for the digital
transformaton of health and care as addressed by this call. It is relevant to the Commission
priorities 'A new boost for jobs, growth and investment' and 'A connected Digital Single
Market®?5, as well as to the European Cloud Initiative and the European Free Flovataf D
Initiative. It will contribute to maximising the potential of the digital economy in the health
and care sectors aiming at sustainable development to the benefit of society, environment and
citizens.

Proposals are invited against the followtngic(s):

SC1-DTH-01-2019: Big data and Artificial Intelligence for monitoring health status and
quality of life after the cancer treatment

Specific ChallengeCurrently available methods and strategies for diagnosis and treatment of
cancer help cliniciansontinuously improve quality of care and prevent cancer deaths in the
population. Accurate risk assessment, availability of genetic tests, timely diagnosis and
effective treatment has created the impression of cancer being a chronic disease that can be
cured. However, often rather aggressive treatment, psychological stress (anxiety and
depression) can cause physical and psychological problems that may cadsgnoaffer

cure consequences such as similar or other types of cancer, other types of (diseasss

and affect the quality of life of a patient. Therefore, the importance of addressing and, if
possible, preventing lorgrm effects of cancer treatment is growing. In addition to patient
reported outcomes such as functional status, symptomssiiyteand frequency, multiple
domains of wellbeing and overall satisfaction with life, the use of big data can bring valuable
information for monitoring health status and quality of life after the cancer treatment. Big
Data can provide new opportunitiesdefine statistical and clinical significance, but present
also challenges as it requires specific analytical approaches.

Scope Proposals should focus and deliver on how to better acquire, manage, share, model,
process and exploit big data using, if agprate, high performance computing to effectively
monitor health status of individual patients, provide overall actionable insights at the point of
care and improve quality of life after the cancer treatment. Relevant solutions include for
example systemfor determining and monitoring (taking also in account gender differences)

225 Updated by the DSM mitkrm review: http://europa.eu/rapid/presslease_IP17-1232_en.tm
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the combined effects of cancer treatment, environment, lifestyle and genetics on the quality of
life, enabling early identification of effects that can cause development of nevcanedi
conditions and/or impair the quality of life. Proposals preferably address relevant health
economic issues, use patient reported outcome and experience measures (PROMs and
PREMSs) and take into account the relevant social aspects of health statualigdflife

after cancer treatment. Integrated solutions should include suitable approaches towards
security and privacy issues.

Information can be collected from traditional sources of health data (cohorts, comprehensive
electronic health records or mical registries, incl. genetic data, validated biomarkers for
remission), from new sources of health data (mobile health apps and wearables) and from
sources that are usually created for other purposes such as environmental data.

It is important to assurethical aspects of data, confidentiality, and anonymity of data transfer
and engagement of those who collect / code such data in its analysis and interpretation, in
order to avoid misinterpretation and inappropriate conclusions by using proper annotation
methodologies of the data. Involvement of those who work within healthcare systems,
patients, family and relatives, and the general public is needed.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 3 and 5 millbon would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts. Participation of SMEs is encouraged.

Expected ImpactThe proposal should provide appriate indicators to measure its progress
and specific impact in the following areas:

1 Mapped comprehensive big data in a reachable and manageable way by applying
principles for sharing and reusability, creating a network of knowledge by linking
translation tools, heterogeneous data sources and biomedical texts for monitoring health
status and quality of life after the cancer treatment;

1 Emerging data driven analytics and advanced simulation methods to study causal
mechanisms and improve forecasts eh#ith, identification of disease trajectories and
relapse;

1 Better and faster means of high quality response to prevent or timely address
development of new medical conditions and/or improve the quality of life;

1 Better knowledge for improved patient counsellias well as to improve followp of
patients;

9 Novel information on health maintenance, onset and course of medical conditions with a
view to optimise prevention and treatment;
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1 Evidence base for the development of policy strategies for prevention, eaghosis,
therapies as well as addressing health inequalities, support to patient registries at national
level;

1 Improved quality of life after cancer treatment, strengthening personal confidence and
enhancing employability;

1 Preventative strategies are é&dghed which have a real effect of reducing the
occurrence of health disorders andneorbidities associated with cancer treatment.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call ax the General
Annexes.

SC1-DTH-02-2020: Personalised early risk prediction, prevention and intervention
based on Artificial Intelligence and Big Data technologies

Specific ChallengeThe ageing of the population together with the rising burden of whron
conditions (incl. mental diseases) and muoitirbidity bring an ever increasing demand to
strengthen disease prevention and integrate service delivery around people's needs for health
and social care.

It is widely recognised that health systems mustnpore emphasis on prevention and adopt a
personcentred rather than a diseasntred approach. The goal must be to overcome service
fragmentation and to move towards integration and coordination of interventions along the
continuum of care.

Personaliseckarly risk prediction models, estimating the probability that a specific event
occurs in a given individual over a predefined time, can enable earlier and better intervention,
prevent negative conseqguences on amprgvedr sonaos
individual health outcomes.

The challenge is to develop and validate these comprehensive models based on Al or other
state of the art technologies for prediction, prevention and intervention using multiple
available data resources and to integrate them in personalised health apaittoasys that
empower individuals to actively contribute to risk mitigation, prevention and targeted
intervention.

Scope Proposals should build on results of proj&étand the state of the art in ICT for early

risk prediction and introduce innovativeTGolutions through data, data analytics, advanced

or novel digital technologies, services, products, organisational changes, and citizens data
ownership, that lead to more effective health and care systems. These innovative ICT based
solutions may addressne or multiple conditions and explore ways of inducing adequate
personalised preventive measures (e.g. behavioural change, diet, interventions, medication,

226 For example project outcomes from the H2020 topic 42015
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primary prevention) from advanced predictive models. Sustainable behaviour change refers to
efforts to change people's personal habits to prevent disease, stimulate healthy people to
monitor their health parameters and thus lowering the risk of developing (chronic) conditions.

Proposals should build on the use of already existing and/or new data tgeénbya
individuals, health professionals and other service providers (including but not limited to data
collected through 10T enabled devices, wearables, mobile devices, data source networks or
data lakes etc. collected outside the controlled environmfentirocal trials) by citizens,
healthcare professionals, public authorities and industry, with a view to developing
personalised early risk prediction, prevention and intervention approaches that meet the needs
of individuals while providing them with adeate information to support informed decision
making, improve the uptake of preventive approaches and lead to better health outcomes.

Proposals should also include actions aimed at increasing health literacy, including the role of
the citizen as owner dfis or her own personal data, as well as advancing health and care
professionals' proficiency in novel, dadeented health services through the use of digital
solutions to increase knowledge about diseases and help them in the interpretation of
symptomsand effects (e.g. with visualisations like dashboards, etc.), notably of early warning
signs and medical information. Early warning signs relay to either healthy people monitoring
several body parameters e.g. to conduct healthy life styles and incrgasmlpdictivity levels

or to the detection of the deterioration of the condition of already diseased patients. The latter
could include advanced prediction models from aggregated patient data of certain health
events/complications.

Proposals are expecteaaltie built on realistic scenarios for new health and care pathways, and
should integrate mukilisciplinary research involving behavioural, sociological, medical and
other relevant disciplines. Stakeholder engagement (esp. considering vulnerable usgr group
i.e. persons belonging, or perceived to belong, to groups that are in a disadvantaged position
or marginalised, for example, elderly people, persons with special needs or chronic diseases)
should be part of the research design for an agile approankudrey that relevant user needs
(including social, age and gender aspects) are met and solutions find acceptance by users. Full
account should be taken of ethical and legal aspects e.g. data protection, privacy and data
security. This action should creaeclear and coherent set of recommendations or guidelines
for public health authorities in Europe together with a strategy to support their
implementation.

No largescale piloting or clinical trials are expected in this Research and Innovation Action.
However, proposals should include validation (testing on a prototype and/or proof of concept)
and demonstration of feasibility of their respective models, technologies and scenarios.

The Commission considers that proposals requesting a contribution frdatJtbé 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. Participation of SMEs is encouraged.
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Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Evidence of the benefits of delivering adequate information regarding personalised risk
prediction, prevention and intervention, basedoavof of concept and involvement and
specified roles of relevant stakeholders.

1 Clear improvements of outcomes for individuals, care systems and wider society from
prevention measures and interventions based on personalised early risk prediction in
compari®n with current practices.

1 Usefulness and effectiveness of integration and coordination of interventions in new
health and care pathways based on pecgmtred early risk prediction, prevention and
intervention models.

1 Realise largescale collection of wes-generated data in compliance with data protection,
privacy and security rules and principles.

1 Support integration with tools and services under the European Open Science Cloud.

Type of Action Research and Innovation action

The conditions related to ik topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-03-2018: Adaptive smart working and living environments supporting active
and healthy ageing

Specific Challenge Demographic change and the ageing of the population create ne
heterogeneous challenges for digendly living, recreational and working environments such
as a shrinking workforce and increasing numbers of workers with functional impairments,
chronic conditions, care duties or-irgegration in and later retiremeftom the labour
market.

Digital solutions can support older individuals in being and staying actively involved in
professional life for longer by designing fit for purpose working environments and by
enabling flexible management of jolleisure and heah-related activities considering their
needs at the workplace, at home and on the move, with a particular focus on social inclusion,
health needs and job retention.

Scope Proposals should develop and validate digitally enabled adaptive services and
soluions??’ leading to smart work environments for older adults, supporting them to remain
actively involved in professional life, helping them to sustain and renew their work and
personal life related skills and support independent active and healthy Igestyile taking

into account reduced capabilities due to-egjated health risks and conditions.

227 Proposals should make use of the European global navigation satellite systems Galileo and EGNOS
(Geostationary Navigation Overlay Service), if relevant.
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Proposals should be based on trdisgiplinary research, involving behavioural, sociological,
psychological, medical and other relevant disciplines, inclugamgler and cultural aspects.

Proposals should convincingly describe the planned progress beyond state of the art in
development and integration of unobtrusive, adaptive solutions fefriagdly living and
working environments, addressing the needswfleyees in specific and various sectors and
workplace$®.

Proposals should build on active user engagement (e.g. employee participation at the
workplace) in order to ensure the understanding of user needs, safeguarding ethics, privacy,
security and regutary aspects (e.g. labor law). Attention theft and impeding physical activity

by ICT should be avoided.

Concepts should aim at realistic and verifiable benefits for flexible and sustainable job
longevity measures and the consortium should include thegsegestakeholders to validate

all relevant issues. The validation should take place in real settings (at workplaces and at
home as required). The approach should demonstrate improvements in quality of life and/or
improved health and safety for older adulistter management of aging workforce leading to

a winwin for employers and employees, health and social system efficiency gains, business
and financing models and organisational changes required for service delivery.

The Commission considers that progissrequesting a contribution from the EU between
EUR 3 and 4 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts. Participation of SB4 is encouraged.

Expected ImpactProposals should present methodologies and metrics as appropriate for
measuring progress with significance towards the expected impact in:

1 Independent living, and quality of life of older persons compared to curreatodtdie
art, enabling older persons to stay actively involved in work life for longer or return to
work after severe disease;

1 Enhanced health and safety working conditions and quality of life of older persons at
work compared to the current situationabling older persons to be able to contribute at
an appropriate level for a longer period of time;

1 Evidence of usecentred design and innovation, new intuitive ways of huownputer
interaction, and user acceptance;

1 Potential coseffectiveness due tenhanced selfare, lifestyle, agefriendly and skills
conducive work environments and seeiconomic benefits;

1 Competitive advantage for European industry through flexible and sustainable work
arrangements for an ageing workforce;

228 A Workplace is a location, whiotan be inside or outside, virtual or physical, and can include an office,
factory or homé& where a person’s primary occupation takes place.
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1 Global leadership inCT based innovation for active and healthy ageing including the
occupational environment.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-04-2020: International cooperation in smart living environments for ageing
people

Specific Challenge Demographic change and the ageing of the population create new
heterogeneous challenges for society and, in particular, for ageing people. Oh thap
healthrelated age impairments such as poor health, cognitive impairment and frailty, ageing
people are at risk of facing situations leading to potential social exclusion with considerable
negative consequences for their independence, qualityeofttibse who care for them, and

for the sustainability of health and care systems.

Digital solutions can play a key role when addressing these challenges and, especially those
aimed at creating smatrt living environments for ageing people. For theseuockssul, one
necessary condition is to ensure userso acce
to the centre of the design. Moreover, these environments need to provide innovative user
friendly user interfaces such as veluagsed interactian

These challenges are shared by ageing populations beyond the EU and other countries are also
looking into the potential of digital solutions to address them. In this context, there is a need
to explore collaboration and cooperation with internationalrtsfin this domain.

This action aims to address these challenges by developing smart living environments for
ageing people, while strengthening relevant international collaboration in the area.

Scope Proposals should develop and validate new solutioasliig to smart living
environments for ageing people, supporting independent active and healthy lifestyles.

The proposed solutions should provide personalised advice, guidance anduiplfowkey

age and health related issues in daily life which imgaetperson's ability to remain active,
healthy and independent. These may include amongst others diet, physical activity, risk
avoidance, preventive measures, lifestyle and activity management, leisure, social
participation and overall wellness and healBroposals should pay particular focus to
measures aimed at fostering social participation and avoiding social exclusion.

Proposal should convincingly describe the planned progress beyond state of the art in the
development and integration of trusted sniarhg environments for ageing people, which
should build upon intelligent and interoperable information and communication technology
(ICT) environments, access to relevant physiological and behavioural data, emotional
computing, open platform and IntermétThings approaches.
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Proposals should be based on trdisgiplinary research, involving behavioural, sociological,
psychological, medical and other relevant disciplines, including gender and cultural aspects.

Proposed solutions should make use and déurttevelop user interaction, including voice
based, taking into account Artificial Intelligence methods for understanding the users'
intentions, knowledge extraction and learning. It is essential that they build on active user
engagement in order to enstine understanding of user needs. They need to safeguard ethics,
privacy, security and regulatory aspects and take gender issues into account appropriately.
The proposed solutions should be unobtrusive and avoid attention theft.

Proposals should include lidation in realistic test sites, such as at home or at care centres, in
order to demonstrate the expected benefits and impacts.

The proposed research and innovation actions should address one of the following
international collaboration possibilities:

1. Cooperation with Japan

Proposals addressing international collaboration with Japan should ensure the use of
generalized infrastructures such as cloud system and open sources.

Without limiting the use of specific applications or hardware systems, platfopmoaches
are required to ensure interoperability and future expandability.

Proposals are recommended to foster the adoption of the existing standards (including de
facto/ consortium standards), contributions to appropriate ongoing standardization wlork, an
suggestions of new standards by anJpan joint consortium in order to accelerate practical
introduction of the results into societies.

Proposals should be driven by the needs, interests and lifestyles of older people in order to
ensure user acceptantaking into consideration the relevant cultural aspects.

Proposals are expected to contribute to help ageing people remain active and healthy inside
and outside their home, by providing action guidance and decision support derived from
personal informatin such as memories and action histories through progress beyond the state
of the art in interaction technology and ICT.

The proposed solutions on an og#atform where data collection by sensors, data analysis

by artificial intelligence and usdriendly user interfaces cooperatively work are expected to

be naturally integrated into ageing peopl eds
people.

Proposed solutions should make use and further develop multimodal interaction including
voice-basedconversation and gesture in order to help ageing people by the most effective and
personalized way.

An amount of EUR 4 million will be reserved for proposals focusing on cooperation with
Japan.
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2. Collaboration with Canad&?®

In addition to the scope and tleage of this topic as defined above, proposals addressing the
international collaboration with Canada need to include the use cb#Sd@d solutions to
support smart living environments that address transitions in care challenges for ageing
people. Applcations should focus on the development, integration and evaluation of eHealth
innovations, in collaboration with stakeholders, including eHealth industry pafthers
clinicians, patient/family/caregivers and decision makers, in order to improve health
outoomes.

In collaboration with stakeholders, applicants should consider ways to improve the quality of
outcomes and the cesffectiveness of smart living environments that support care
transitions. This call supports the integration of smart living enviromsa@utions which are

ready to progress beyond the prototype stage for use into care delivery programs and undergo
pragmatic evaluation. Applicants are required to use strong research designs; and should
provide a clear description and justification of firoposed research methodology to be used.

Funding of the Canadian component of the proposal requires that a proposal also includes one
or both of the following research areas as relevant to aging people.

Areas:

1) Changing health status or care: Indiatufacing changes in their health status or living
with chronic or complex health conditions. These individuals experience several handovers
among health providers, institutions, hospital units and/or have a change in their care location
(e.g., home vs.dspital; community care vs. tertiary care).

2) Key populations to optimize transition in care outcomes: Populations at increased risk of
adverse transition in care outcomes include but not limited to: First Nations, Inuit and Métis
Peoples; individuals rafing in rural and/or remote communities; individuals who are
transgender; individuals with an intersex condition; older adults and new aging populations
(i.e., survivors of diseases/conditions that previously led to early death); new immigrants; and
thosewho experience systemic, cultural and/or language barriers.

The consortium should also have the capacity to:

A Establish productive partner s-{dsignseHealtht h e H
enabled smart living environments to imprakansitions in care;

229 This collaboration is a component of the CIHR Transitions in Care Initiative, one of CIHR's multi
Institute Inifatives. This multilnstitute Initiative is led by the Canadian Institutes of Health Research
(CIHR), and includes a number of dedicated funding opportunities focused on supporting research that
aims to transform the Canadian health system to optimizeottheomes of patients experiencing
transitions in care.

230 In Canada smatio-medium enterprises (SMES) are the primary driver of innovation in most industrial
sectors, including eHealth. Team grants are intended to foster an alignment of funding andemcenti
with SME funding and support agencies at the federal, provincial, territorial and regional levels, as well
as with national and muiiational industries. As such, eHealth Innovation partners are targeted
towards (but not limited to) Canadian SMEs doikign subsidiaries in the digital health care/medtech
sector.
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A Evaluate the i mgeflectivenesseof eHéalthiineavations in aldressing o s t
gaps and inefficiencies using smart living environments in servicing the identified research
areas. The evaluation will utilize rigorous easch design(s) to generate hmyhality (valid

and reliable) evidence that will assist in the subsequent spread and scale (sharing) of
successful innovations; and

A Ilntegrate successful eHeal th innovations
uptake and use to support effective and efficient smart living environments.

Example of potential topics may include, but are not limited to the following:

A Ageing patients/survivors patients with ac
transitoning from hospital to home and supported by Information and Communication
technology (ICT)based solution (i.e. sensors monitoring their vitals and providing feedback

to themselves and providers).

A Ageing patients/ sur vi eonng®toadmarclitingdongerm condi
care facility.

A I mplementing smart l iving environments fo
within different culture and social groups, and/or geographic regions.

A Evaluation of s maiors that address ffanséion\ni car® chatlenges s o |
for ageing patients with the capability to progress beyond prototype stage, into care delivery
programs for pragmatic evaluation. In alignment with the CIHR Sex, Gender and Health
Research polic#, all proposls requesting funding from the CIHR are expected to consider

how sex and/or gender might shape eHealth innovations to support transitions in care for
ageing populations.

An amount of EUR 4 million will be reserved for proposals focusing on cooperatibn wit
Canad&®.

At least one proposal collaborating with Japan and at least one proposal collaborating with
Canada should be funded under this action. The evaluation of proposals will be jointly carried
out by the Commission and the relevant JapaneseCana@dian funding organisations as
applicable.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 2 and 4 million would allow this specific challenge to be addressed appropriately.

23 Applicants are encouraged to visit the CIHR-sard gendebased analysis resource page for more
information on key considerations for the appropriate integration of sex and gender ondpesal.
232 In addition, the total amount available to the Canadian component of the team focusing on cooperation

with Europe is expected to be CAD $1,920,000, enough to fund up to two (2) grants. The maximum
CIHR amount per grant is $240,000 per yearuprto four (4) years for a total of $960,000, per grant.

Of note, Canadian applicants must secure partnership contributions equivalent to a minimum of 30% of
the total grant amount requested, with a minimum of half (15%) of the amount must represént a cas

contribution (i.e., a total of $288,000 partner match required per grant with a minimum of $144,000 as a
cash contribution per grant), for a total grant value of up to $1.248 million per grant over four (4) years.
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Nonetheless, this does not predusubmission and selection of proposals requesting other
amounts. Participation of SMEs is encouraged.

Due to the specific challenge of this topic, in addition to the minimum number of participants
set out in the General Annexes, proposals shall inclutasit one organisation as partner in
the consortium from Japatior Canad&*.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Independent living, and quality of lifef older persons compared to current state of the
art;

1 Usefulness and effectiveness of personalized recommendations anduplliomterms
of the goals of preserving physical, cognitive, mental and sociale#lp for as long as
possible;

1 Evidence of usecentred design and innovation, effective ways of human computer
interaction, and user acceptance;

T Fostering soci al participation and reducin

1 Validation of norobtrusive technology for physical, cognitive, social and mental well
being;

1 Strengthened international cooperation in Research and Innovation on ICT for AHA.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-05-2019: Large scale implementation of digital innovation for health and care
in an ageing society

Specific ChallengeAn ageing population is increasing demsaindle pressures on public
health and social care providers across Europe. These pressures undermaomertienl
sustainability of existing models for delivering care services to the ageing population.

The challenge is to scale up outcebssed innovative digital health and care solutions across

EU borders through joining up actions in procurement of inmawvabDigital health and social

care solutions have been tested and have demonstrated success in smaller scale settings.
However, despite cooperation initiatives amongst regions through INTERREG programmes

233 Funding is expected to be made avddalin Japan by the Ministry of Internal Affairs and
Communication (MIC) and/or the National Institute of Information and Communications Technology
(NICT).

234 Funding is expected to be made available in Canada by the Canadian Institutes of Health Research
(CIHR)
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23%r the transfer of innovation schemes of the Eeapplnnovation Partnership on Active and
Healthy Ageing (EIP on AHAY®, largescale deployment of digital health and care solutions
across EU borders remains limited. There is a lack of collaborative efforts in public
purchasing of innovative IGbased soltions for active and healthy ageing and successfully
engaging demand and supply sides in scaling up innovation. This is the case in particular for
digital solutions integrating health, social or community care and informal care, 10T enabled
independent liing solution$®’ that allow the citizens to live safely and independently at home
therefore avoiding institutionalisation, or telare solutions and tools supporting for selfe

and persoftentred care. Moreover, takp of these ICIbased solutions by Ho public care
providers as well as people in need for care is a crucial factor in successfully alleviating the
demaneside pressures on public health and care provision. Supporting the public
procurement of innovation helps public authorities by aggregatemand and sharing the
inherent risks associated to deploying new innovative solutions that can be integrated with
existing public health and care provision systems.

Scope This topic will contribute to the Digital Single Market Strategy priorities @ital
transformation of health and care (notably to the priority on-cesetred integrated care), to

the ScalingUp Strategy*® of the European Innovation Partnership on Active and Healthy
Ageing (EIP on AHA) and will support the EIP on AHA Reference Sitasribution to the

Digital Single Market Strategy, notably the priority focusing on wasetred integrated care.

The actions supported will target largeale deployment of digital health and care solutions
across different regions in Europe. In linettwthe priority actions of the EIP on AHA
Scalingup Strategy, the scope of this PPI is to specify, purchase and deploy ICT based
solutions (made up of services and ICT products to enable the provision of services) for active
and healthy ageing through anomon supply and demand side dialogue, which can deliver
sustainable, new or improved health and care services promoting patient feedback in which
public procurement approaches for innovative solutions lead to improved outcomes. Proposals
should:

f Be drivenby clearly identified procurement neétfof the participating organisations
and building on a deep understanding of the needs of the ageing population, as well as
the needs of the relevant health and care providers;

1 Support sustainable deployment of nemiroproved persoitentred and outcordgased
services promoting patient feedback by providers involved in the procurement of
solutions for digital health and care providers, including networking of inpatient and
outpatient care, nursing services and carad®)

235 http://ec.europa.eu/regional_policy/en/policy/cooperation/eurcteatorial/

236 Scale AHAhttp://www.scaleaha.eu/2018éwinnings.html

237 Proposals should make use of the European global navigation satellite systems Galileo and EGNOS
(Geostationary Navigation Overlay Service), if relevant.

238 https://ec.europa.eu/research/innovatimion/pdf/activehealthyageing/scaling_up_strategy.pdf

239 Proposals are encouraged to follow the principles of Green Public Procurement griafmrsee

http://ec.europa.eu/environment/gpp/index_en.htm
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Contribute to the creation of scalable markets across Europe in innovative solutions for
active and healthy ageing;

Specify measures that will ensure the sustainability of solutions beyond the lifespan of
the proposed project, notably taking irdocount levels of acceptance with users and
professionals as well as health economics considerations.

Engage public and/or private procurers from each country participating (at national,
regional or local level) that have responsibilities and budget danttbe relevant area
of care or supply of services;

Be based on a complete set of common specifications for end to end services;

Demonstrate that the implementation phase will reach "large scale" (i.e. sufficient scale
to achieve statistical significancehrough regiorwide deployment across multiple
regions of Europe;

Contribute to the use of interoperable solutions based on open platforms and take into
account existing best practices and standardisation initiatives;

Provide robust safeguards to ensgmmpliance with ethical standards and privacy
protections and take account of the gender dimension;

Contribute with good outcomreased practices that are impact measured according to the
MAFEIP?*° methodology and can be made available for replication acthss regions

(e.g. "detailed plans" for larger scale sustainable uptake of innovative solutions for active
and healthy ageing, reference material and guidelines, manuals and education materials)
through the EIP on AHA innovative practices repository.

Contibute to the development of national strategies to stimulate the procurement of
digital innovation for health and care services based on the outcomes achieved at
national level.

The European Commission considers that proposals requesting a contribartiché EU of
between EUR 2 and 5 million would allow this specific challenge to be addressed
appropriately through PPI. This does not preclude submission and selection of proposals
requesting other amounts.

Proposals of this topic should follow the specifequirements for innovation procurement
PPI supported by Horizon 2020 grants as set out in General Annex E of the WP.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress

and specific impact in the following areas:

See www.mafeip.eu
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1 Growing awareness and successful use of public procurement to boost ICT innovation
applied to integrated care and active and healthy ageing, implemented across the whole
chain of care ultimately benefiting the growing ageing population across Europe;

1 Contibution with data and experiences to regulatory and legislative process
development addressing potential barriers to procurement of innovative solutions for
active and healthy ageing;

1 Contribution of an open and comprehensive seconomic evidence bader ICT
investments in the field that can support the development of sustainable business models
(e.g. costbenefit analysis, increased efficiency of health and care systems, impact
assessments, return on investments, quality of life improvements foy eibecs, safety
gain and user satisfaction);

1 Support initiatives on interoperability and standardisation that can contribute to
defragmentation of the market for ICT based active and healthy ageing solutions;

1 Creation of economic boundary conditions thah support longerm sustainability of
health and care systems and emergence of new business models to develop ICT
innovation for active and healthy ageing in Europe;

1 Support forwardooking, concerted publisector investment strategies that benefit from
joint approaches across different regions;

1 Create new opportunities for market uptake and economies of scale for the supply side
for ICT based solutions and services for active and healthy ageing in a Digital Single
Market for Europe.

1 Contribute to informpolicy measures that foster the talge of ICT solutions for active
and healthy ageing.

Type of Action Public Procurement of Innovative solutions

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-06-2020: Accelerating the uptake of computer simulations for testing
medicines and medical devices

Specific ChallengeThe development of medical devices and pharmaceutical products are
associated with high costs. A new pharmaceutical product andraduction into the market

is estimated to cost today over 2 billion EUR, from which nearly 75% is spent at the late
stages of the drug development process in the various phases of the clinical trials.

As biomedical knowledge increases and bioinformata@gability likewise grows, there is
hope that greater predictive power may be obtained from individualised computer simulations
used in insilico medicine research, such as predictive toxicology and pharmacokinetics.
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The adoption of individualised comput@odels and simulations to develop and assess drugs
and devices , their translation into the clinic and penetration on the market of ICT solutions,
depend on the trust of users (healthcare professionals and patients), the industry and investors
and the cmpetent authorities and regulatory bodies. The users need proofs of validation in
the real clinical contexts.

The specific challenge of this call is accelerating the uptake of individualised computer
simulations in the regulatory evaluation of mediciney@nmedical devices to become closer

to the market., Applicants will provide proofs of validation of computer modelling solutions
that gain the trust of regulatory bodies for innovation, in order to, in collaboration with
academic and industrial expertigvelop the framework of standards, protocols and shared
resources required to evaluate the safety and the efficacy of medical devices and/or medicines
at the end of the drug development process.

Scope Proposals will develop innovative scientific atethnological computer modelling
solutions for testing medicines and/or medical devices. The proposed computer modelling
solutions will be the result of a multidisciplinary effort (e.g. within the fields of computational
modelling, chemo/bienformatics, gstems biology, pharmacology;omics (genomics,
epigenomics, metabolomics), tissue mechanics, biology, pharmaceutics, medicine,
physiology, toxicology, social science aspects such as gender) and should also explore and
inform of the reasons for failure shid the drug or medical device be found not efficient or
safe and will suggest improvements. To help adopt sudilido methods, measures for
validation (human trials, animal studies, in vivo and in vitro validation, including the use of
biobanks if apprpriate) of the irsilico results should be included in the proposed projects.
The benefit for human health, environment and animal welfare should be analysed and
guantified. Engagement with regulators and consideration of the regulatory framework issues
for computer simulations are highly recommended. Participation of SMEs is encouraged.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 6 and 8 million would allow this specific challenge to be addressed appebpriat
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas by contributmg

1 Accelerating the adoption of computer simulations for testing medicines and/or medical
devices, their translation into the clinic and the market.

1 Increasing the trust of users (healthcare professionals and patients), investors and
stakeholders at indtrg and academia to adopt computer simulations for testing
medicines or medical devices as a substitution or complement of current clinical trials
when appropriate.
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1 Contributing to redesigning current drug clinical trials by integratingilino methods
for testing medicines or medical devices and creating a unique, digitised, personalised
testing environment.

1 Engagement with regulators and consideration of the regulatory framework for computer
modelling solutions.

1 Contributing to reducing the size and ttheration of the human clinical trials and/or
contributing to significantly reducing animal testing in clinical trials.

1 Contributing to increased efficacy and patient safety in clinical trials.

1 Contributing to reducing development costs and/or shortertbrmarket for new drugs
or new medical devices.

1 Contributing to setting standards for computer modelling solutions for testing.

1 Contributing to the European Cloud Initiative, notably by providing open, reusable data
and in silico models for clinical #ils.

Type of Action Research and Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-07-2018: Exploiting the full potential of in-silico medicine research for
personalised diagnstics and therapies in clouebased environments

Specific ChallengeThe progress in computer modelling and simulation applied in disease
management is a European strength and various Decision Support Systems have been
developed for different medical distiges.

While the market is developing today, addressing the need of more precise and personalised
diagnostics and treatments, the proposed software tools and platforms often need to further
conguer visibility and trust from users and investors to get imgaited in the routine clinical
practice. The access of researchers to high quality big data and in particular to clinical multi
disciplinary data is crucial for validating the use of new tools and platforms in the right
practice context.

Through its new iiiatives on digital health and care within the Digital Single Market
policy?*!, the European Commission aims at leveraging the potential of big data and high
performance computing for the emergence of new personalised prevention and treatments for
Europearxitizens. The European Cloud Initiative will facilitate the access of researchers to
the newest data managing technologies, High Performance Computing facilities to process
data and to a European Open Science Cloud list of ICT services while ensuring the
appropriate data safety and protection.

241 Seehttp://europa.eu/rapid/presslease |1PL7-1232_en.htm
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Shared infrastructures, data and services in open-tlaseld environments will stimulate the
virtual complex experimentations in medicine and the link between researchers and healthcare
practitioners, for their comnmobenefit.

Scope Proposals are expected to develop and validate software tools and devices for
diagnostic or treatment based on computational modelling and simulation applied in biology
and physiology. The solutions should enable decision making in censgleations and
contribute to a more precise and personalised management of diseases in order to reduce the
burden of norcommunicable diseases, such as cancer.

Computerbased decision making can apply to the choice of drugs, devices or other
biomedicalproducts, procedures, interventions, in vitro and in vivo diagnostics methods and
tools, or combined diagnostics and treatments. In order to ensure access to large multi
disciplinary high quality data sets and diminish the shortage of relevant dataariiee dee
expected to use shared infrastructures amdrastructures, building on existing capacity and
expertise and linking where possible with the European initiatives that manage databases
relevant for personal health, such as BBMRI, ELIXIR or EATRISwell as with Centres of
Excellences for computing applications in the area of biomedicine andhdiexular
research*? as appropriate. They should demonstrate access to the sufficient and relevant
clinical data needed for advanced validations. The whdkilgl build oni and contribute to
reusable data and computer models. Teams are encouraged to use EOSC services as
appropriate and possible.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 10 and 15 million wodl allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Better translation of big and mulisciplinary data into predictors for medical outcome
and personalised decision making;

1 New digitised trusted diagnostic and treatment tools, and contributing to digitising
clinical workflows;

1 Improved disease management, demonstrated in the specific disease context;

1 Links to other European research infrastructure projects and networks operating in
related domains;

242 https://ec.europa.eu/programmes/horizon2020/en/news/oveetidwndedcentresexcellence

computingapplications
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1 Contribution to the emergence of a European Data Infrastruéturgersonalised
medicine in the context of the DSM, notably by providing reusable data and computer
models for personalised prevention and health treatments;

1 Better data quality, interoperability and standards.

Type of Action Research and Innovation ict

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-08-2018: Prototyping a European interoperable Electronic Health Record
(EHR) exchange

Specific Challengel arge amounts of valuable health @lare generated and collected during

and between citizens' medical examinations across Europe. However, opportunities to reuse
these data for research and better healthcare are often missed because health data continue to
be confined in data silos, oftemtnmatching semantic standards, quality needs and safe data
exchange techniques. With 24 official languages spoken across EU Member States, the EU
eHealth interoperability task is even more daunting. In order to fully unlock these sources of
value, effortmust be invested in standardisation and harmonisation (including common
clinical models, tools and agreed approaches), privacy and security (including data access and
data integrity) and communication (towards citizens, patients and healthcare prowders) t
allow citizen/patient empowerment, advance medical science and improve health for
everyone. Infrastructures are nowadays mature enough to host extensible and secure EHR
services that can extend the healthcare continuum across borders and possibly souolalace

care as well as healthcarglated data storage services such as fitness/wellbeing.

Scope The focus is on developing and testing an extensible, secure and interoperable
platform in compliance with the General Data Protection Reguf4fiand the Ntwork and
Information Systems directi¢®. The work should include the development of a European
prototype implementation with embedded security and large scale testing and validation in a
set of use cases with demonstrated relevance for citizens' hedltith involvement of
citizens, hospitals, medical doctors, pharmacies and health professionals across Europe.
Health authorities should be involved in the relevant parts of the proposed work.

This action is expected to prototype a (i) citkm@mtered irplementation of a platform that
can be integrated in a federated platform structure,-teasye and secure, constantly
accessible and portable within any other Member States of the EU and (ii)-dridata
platform to help the scientific community to lefih from user generated data (health, care,

243 Regulation(EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of personal data and on the free movement of
such data, and repealing Directive 95/46/EC (General Data ProteBémgulation): http://edr
lex.europa.eu/eli/reg/2016/679/0j

244 Directive (EU) 2016/1148 of the European Parliament and of the Council of 6 July 2016 concerning
measures for a high common level of security of network and information systems across the Union:
http://eurlex.europa.eu/eli/dir/2016/1148/0j
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and healtkrelated) going beyond the currently established level of implementation. Social
Sciences and Humanities should thereby be considered appropriately.

The proposal should demonstrate its ability to pfmg a harmonised/standardised and
interoperable platform with demonstrated relevant functionalities at the different user levels
including, but not limited to:

1 Ingest appropriate and relevant data and information sets in real time or in batch mode,
including multilingual text and binary data;

1 Expandable to new fields and datasets, extensible so as to be able to integrate subsequent
types of data;

1 Ensure the translations, mappings of source information towards the clinical/database
models while using appropte standards and semantic services;

1 Ensure scalability and performance of the services, such as in abased platform;

1 Ensure data and metadata quality and curation to provide analytics and reporting
capabilities;

1 Provide rigorous security mechanisnsuch as identification, authentication and
encryption services to allow secured data access and privacy, for example building on
distributed ledgers such as blockchain;

71 Operate in a secure environment;

1 Provide citizen health data and health informatimpart capabilities through a secured
API,

1 Provide appropriate export and/or access/use functionalities for citizens' health data and
health information;

1 Ensure citizens' ogh processes are properly undertaken in order to allow the secondary
use of datadr scientific purposes and promoted health;

1 Provide anonymisation/pseudonymisation capabilities to allow open access to health
data for research and public health purposes;

1 Ensure the proper and legitimate governance of the platform, ensuring the pndacy a
confidentiality of all citizens/patients/users at all time;

1 Ensure compliance with relevant EU legislation, in particular REGULATION (EU)
2016/679 on the protection of natural persons with regard to the processing of personal
data and on the free movem®f such data;

1 Ensure compliance with the Medical Devices Regulation as appropriate and regarding
the specific requirements, such as the need for a unique device identification and proof
of cybersecurity;
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1 Consider legal aspects related to data contobstiand use, such as portability, data
donorship, based on existing regulations on national and EU level;

1 Compliance or harmonisation with requirements of respective national legislation as
appropriate, especially in terms of data protection and regamlagronic patient
consent.

This prototype should be primarily focused on citizens' health data generated by the citizens
themselves, healthcare professionals or sourced from relevant healthcare organisations. It
should include relevant components to dadbrther medical purposes and health research.
This prototype should also be extensible so as to be able to integrate subsequent types of data
such as quantifiedelf data or Omics data.

The consortium should cover a wide range of relevant stakeholdgrsmalti-disciplinary
expertise in technology, health and care, legal aspects, interoperability and user engagement.
Involvement of Industry and health organisations is encouraged in the most appropriate
phases of the project. as well as a balanced Eanopalaboration.

The design of the prototype should be user driven as to ensure the eairydbdiynal users

(from citizens to healthcare professionals and scientists). It should demonstrate tested and
validated functionality in exchange of realistind fit for the purpose EHR datasets exchange
bi-directionally between: 1. hospitals, 2. medical doctor practitioners and hospitals, 3.
hospitals and citizen, 4. medical doctor practitioner and citizen 5. -Govdsr hospitals and

6. Citizen and researdatabase.

Additionally, a targeted communication and education campaign with key information and
tools should be produced to explain the functioning and purpose of the infrastructure (from
empowerment of the citizen and promotion of health to the coritibwd research) and
incentives should be provided to users to accelerate theupalked sustainability of the
platform. The Connecting Europe facilittésand the activities of the eHealth netw#k
should be taken into account to avoid duplication.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 6 and 10 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals igganikstin
amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Interoperable and secure electronic health data use across Europe for citizens and for
promoting health

1 Improved health services and health conditions, enhanced quality and safety;

245 The CEF eHealth initiative:
https://ec.europa.eu/cefdigital/wiki/display/ CEFDIGITAL/CEF+Digital+Home
248 The eHealth Network activities: https://ec.europa.eu/health/ehealth/policy/network_en
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1 Improved efficiency in terms of health economics such as on timeliness of intervention
or measures taken, preventive actions/recommendations;

1 Extended healthcare continuum asrbsrders, actors and confinements;

1 Improved collection and rase of data and information sets for citizens' health and
related research;

1 Open, extensible and harmonisatimesed EHR solution for app developers;
1 Easy and safe for citizens to donate theialth data for research;

1 Contribution to the creation of the digital single market providing a scalable, extensible
interoperable platform;

1 Support integration with services under the Connecting Europe Facility.

Type of Action Research and Innovationtian

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-09-2019: Scaling up the univocal Identification of Medicinal Products

Specific ChallengeAcross the European Union, medicinal products digmlifferences in
names, variations in strength or their package size. The unavailability of a specific product
may also necessitate substitution in many instances, if a patient is to be timely served in a
pharmacy. Moreover, due to differences in markgt@uthorisation procedures, not every
medicinal product is available in each Member State, and it is not unusual that the same
product may have different names across Member States or the same name may identify a
different product in another Member Stads. substitution is regularly necessary to dispense a
foreign ePrescription (eDispensation), a univocal identification of medicinal products would
enable and enhance the dispensation of a foreign ePrescription and would provide benefits to
patient health, atient safety, pharmacovigilance and would also allow better data analysis of
clinical records. Most national ePrescription and medicines databases are not currently
supporting relevant identification attributes and codes. As thavigdd implementation of

ISO IDMP (identification of medicinal products) standards is currently under way by the
European Medicines Agency (EMA) and the EU Regulatory Network to comply with the EU
Pharmacovigilance legislation, this action aims at enabling and fostering theauseromon

EU medicinal Product repository (ISO IDMP compliant) to fulfil the
ePrescription/eDispensation in a crbssder setting use case. This will provide a univocal
identification of medicinal products across Europe and potentially beyond.

Scope This innovation action is expected to support two goals: (i) the dyoster mobility
of European patients by offering safer eDispensations across borders, (ii) the implementation
of the IDMP standards in Member States drug databases (including a poskdue lio the
EU SPOR- Substance, Product, Organisation and Referential master data database) allowing
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the identification of locally available medicinal products which are equivalent to the one
identified in a foreign prescription.

This requires creating @U ePrescription/eDispensing approach to use the future EU SPOR
database. A common approach and operating model needs to be developed, including
common processes for validation of contents, error mitigation, linkage of the EU SPOR
database with the ePregtion/eDispensing systems, updates and mappings to other systems
for at least 5 Member States' organisations. Harmonisation guidelines of prescribing and
dispensation practices in a crdssrder setting could be a further focus.

The proposal should demstnate its ability to:

M

Define the additional quality criteria, processes, actors, risk minimisation measures and
safety nets to be applied to the data coming from the EU SPOR database to ensure that
the data can be safely used by the ePrescription/eDiagesygstems and any harm to
patient is avoided;

Define and implement APIs or use the ones that will be provided by the SPOR system)
for data retrieval/view;

Ensure the quality of data, usability of data for national agencies, determine and support
the impkementation and validation of adaptations needed at national or regional levels;

Support integration with existing crebsrder ePrescription services, such as
implemented under the Connecting Europe Faéiiity

Improved pharmacovigilance, inclusion of phawguvigilance modules capable of
reporting adverse drug reactions to relevant regulators using the format defined by the
ISO ICSR (Individual Case Safety Report) standard into clinical software systems,
validation and diffusion;

Establish a Working Group oEuropean medicinal products database producers to
support the implementation of the IDMP standard;

Raise awareness and ensure coordination eEqmepetitive activities, cooperation with
EMA and the EU Regulatory Network (e.g. national competent auésyitand other
relevant stakeholders (producers of ePrescribing, clinical record systems);

Raise awareness and explore benefits for both regulatory and clinical contexts, use cases
for public health, big data;

Disseminate to clinical actors (prescribgybysicians, nurses) the ISO IDMP data base
contents, usage, value generation and relevance for integrated care;

Contribute to ELJS TransAtlantic cooperation and trafmrder medicinal products
data access and exchange (semantic interoperability);

247

https://ec.europa.eu/cefdigital/wiki/display/ CEFDIGITAL/CEF+Digital+Home
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1 Ensurecompliance with relevant EU legislation, in particular REGULATION (EU)
2016/679 on the protection of natural persons with regard to the processing of personal
data and on the free movement of such data;

1 Contribute, where relevant, to the sustainability afflusion of European eHealth
services, such as implemented under the CEF.

It is expected that Members of the Consortium should include a wide range of relevant
stakeholders and experts including inter alia Pharmacists, National Competent Authorities, IT
Integrators, producers of ePrescribing, clinical record systems. It should demonstrate its
ability to deliver large scale implementation and coordination of European projects.

Participation of Industry is encouraged in the most appropriate phases ofjdat. p

The work should also provide an assessment of impacts based on benefits and costs to be
anticipated. This should include not only regulatory impact, but also impact on setting global
standards and best practice, and impact on clinical data qaaditinteroperability along with

the spiltover effects on pharmaceutical companies, data base producers and competitive
advantage of European companies.

Synergies with actions and activities supported by different programmes and policy initiatives
of the @mmission should be encouraged and resources from previous European projects
should be considered.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 5 and 8 million would allow this specific challenge to be ad@aksappropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Design and implementation of an IT solution based on the EU SPOR database to support
ePrescribing/eDispensing in a crdgwder setting is designed and implemented, open
for integration with existing crodsorder ePrescription and electronic health record
services, such as under CE¥or H2020

1 Better address adverse events/effects and safety issues by enhanced development of
standard vocabulary for the related reporting;

Better health data access across Europe for patients and healthcare providers;
Improvedquality of care resulting in enhanced patient safety;

Improved efficiency gains in term of timeliness of intervention;

= =_ = =4

Extended healthcare continuum across borders;

248 https://ec.europa.eu/cefdigital/wiki/display/CEFDIGITAL/CEF+Digital+Home

Part 8- Pagel47of 203



Horizon 2020- Work Programme 20182020
Health, demographic change and wellbeing

1 Collection and raise of a data set that is sufficiently large to detect (statistically)
significant findings;

1 Provision of medicinal products information for undesourced stakeholders.

Type of Action Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-10-2019-2020: Digital health and care service¥*

Specific ChallengeDigital solutions supporting a continuum of care across a range of health
and care services can relieve the pressure on governments to provide maffectge

health and care systems by improvirtdisation of healthcare and health outcomes. In this
context the challenges are to network, lead and facilitate health systems research, innovation
and digitisation in view of addressing key areas of interventions in health and care services
including he&h promotion and disease prevention.

Scope Support the health and care service provider to procure the development, testing and
implementation of digital services and communication concepts that can facilitate the
transition to integrated care models aax health and social services and couspscific
crossinstitutional setups, including decentralised procurement environments and
collaboration across institutions. Key challenges that could be addressed are patient
empowerment, selihanagement, patiensafety, patient involvement, chronic disease
management, diagnosing, howwere logistics, hospital logistics, skills and independent
living. These challenges could be addressed by applicable ICT domains e.g., telemedicine,
mHealth, 10T, shared open soertl-based platforms, etc. as will be defined in the market
consultation process. This should result in early adoption and demonstration of the potential
for scalingup the services and positive impact with evidence of appropriate incentives of
various aairs.

Proposals should deliver and:
f be driven by clearly identified user needs guiding the procurers of the buyer&group

1 be driven by public and/or private procurers from each country participating (at national,
regional or local level) that have respdnilies and budget control in the relevant area
of supply of health and care services;

1 demonstrate strong commitment of amkrs and their communities in the-@eation
process;

249 For the year 2020 no budget is allocated to the topic[3T1-10-20192020.Instead the topic SC1
DTH-14-2020 - Pre-commercial Procurement for Digital Health and Care Solutions has been
opened in 2020.The new topic SGDTH-14-2020 is an update of the previous topic STIH-10-
20192020 and represents the recent developments in related actions.

Proposals arencouraged to follow the principles of Green Public Procurement as appropriate, see
http://ec.europa.eu/environment/gpp/index_en.htm

250
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1 as applicable contribute to the use of interoperable solutions basapleanplatforms
and take into account existing best practices and standardisation initiatives;

1 provide robust safeguards to ensure compliance with ethical standards and privacy
protection;

1 include robust timdines, a welstructured workplan aligned to té objectives of the
different phases and according particular importance to the role played by the
preparatory phase; (templates made available by the Commission are strongly
recommended to be used in particular as concerns the call for tender) and;

1 identify and understand the implications for training (including aspects of organisational,
digital health literacy and new collaborative innovation principles and practises),
management, and retention of healthcare staff under this topic.

The procurers, hospit clusters, care services providers and other parts of the regional
ecosystems should be enabled to share knowledge, test results and needs to better coordinate
the primary and community care towards more local responsibility for care services,
monitoring and rehabilitation. This may include aspects such as organisational processes,
digital health literacy, workforce training, financing and business models, hospital and
telemedicine services, home care, patient centeredness, development of shared open sour
IT-based platforms, data integration, standards and regulatory issues, management and
retention of healthcare staff.

The service innovation should facilitate the early adoption and transferability (to other local
contexts) of successful solutions addreg the innovation gap. Mulpolicy/strategy
collaboration across institutions (hospitals and institutions under the responsibility of
municipalities), industries, academia and user communities capable of establishing dedicated
operational programmes anecessary to safeguard both the service and business performance
metrics and the growth potential in the innovation chain.

The proposal should include the methodology foreseen to measure progress towards the key
performance areas of quality of care, simsthility and economic value within the selected

key area of intervention, see e.g. MAFEIP. Sufficient travel allowances for regular
information days concerning the procedures and thematic networking events (e.g. related to
relevant ceordination supporactions) should be safeguarded. A plan how to implement the
services would be an asset if the outcome of the project is successful. Approaches towards
value based procurement are encouraged.

The Commission considers that proposals requesting a contriftdionthe EU of around
U0 %M would allow this specific challenge to be addressed appropriately. Nonetheless, this
does not preclude submission and selection of proposals requesting other amounts.

251 Monitoring and Assessment Framework for the European Innovation Partnership on Active and Healthy
Ageingi MAFEIP: http//mafeip.eu
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Proposals of this topic should follow the specific requinetmefor precommercial
procurement (PCP) supported by Horizon 2020 grants as set out in General Annex E of the
WP.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Estallished path to innovation, evidence of benefits of disruptive technologies that can
support the development of sustainable business models, improved user and market
engagement, strengthened procurement community, evidence of healthy innovation
ecosystem iduding researchers, users, eHealth and other solution providers and
procurers. Evidence in key performance areas i.e., quality in health and care,
sustainability of the delivery system and economic value.

1 Increased opportunities for solution uptake acresder international procurement
markets by aiming at interoperable solutions that are validated through field testing by
participating procurers in multiple countries across Europe and contribution to
standardisation where relevant.

Type of Action PreCommercial Procurement

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-DTH-11-2019: Large Scale pilots of personalised & outcome based integrated care

Specific ChallengeSenior people are statistiaat greater risk of cognitive impairment,
frailty and multiple chronic health conditions with consequences for their independence, their
guality of life (and the one of their families) but also for the sustainability of health and social
care systems.Here is also increasing evidence that interactions with the environment play an
important role in the evolution of the patient's health status and condition. The challenge is
now to foster secure, scalable and robust digital solutions for integratedraanewill:

1 Ensure a truly personalized delivery of health and social care, whilst supporting
outcomeshased significant efficiency gains in health and care delivery.

1 Promote a shift towards outcorbased delivery of integrated (health and social) care,
which can be realised in a realistic operational, organisational and financial setting.

1 Ensure trust of users and policy makers with regard to data access, protection and
sharing.

1 Design flexible but replicable solutions with a potential for financial sustainability, large
scale deployment and further business and job creation opportunities.

Scope The scope of this topic is to foster the lasgale pilots for deployment of trest and
personalised digital solutions dealing with Integrated Care, with a view to supporting and
extending healthy and independent living for older individuals who are facing permanently or
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temporarily reduced functionality and capabilities. This in fgraxpected to contribute to a
patientcentred and truly individualized strategy in order to develop trusted, robust and
financially sustainable services potentially useable in any Member States and the Digital
Single Market, and applicable to a very wigage of patient pathways. These approaches
aim to enable people to remain independent as long as possible and prevent hospitalisation.

Expected outcomes are in priority:
1 Efficiency gains in terms of resource utilization and coordination of care.

1 Flexibility and replicability of service delivery patterns to combine personalization and
large scale adoption of services with patient and citizen feedback.

1 Ensuring secure and efficient sharing and processing of all data and information
involved in the supplychain at each step of data stream: access, protection, sharing,
processing and storage.

1 Improvement of quality of life for the patient and his/her family and also of working
conditions of all health care and social care providers involved in the suppty cha
taking into account mukHilisciplinary environment and constraints. Working conditions
of professionals should cover in priority: work time management, quality of
data/information exchange and mudtsciplinary coordination.

Outcome indicators shouldontribute to the assessment of the action regarding trust,
recruitment, added value for the patient (in terms of quality of life) andetostency
altogether.

1 Recruitment of professionals will be measured by the number of professionals registered
as &tual used compared with the number of professionals actually registered in the pilot
site region.

1 Quality of life should be measured on the basis of commonly used questionnaires (like
SF36) but also if required on the basis of specific diseasated masurement tools.

1 Measurement of codfficiency should be measured on the basis of work time
information dedicated to each patient.

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

Expected ImpactProposals should provide measurable progress towards:

1 A common vision of technical prequisites and framework to ensure users trust with
regard to health and social data and information in IT supported environment, in line
with existing EU data protection regulation (and if required with EU reflection on
platforms).
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1 An evidencebased minimm data set on key points of the pathway:
0 Clerical information: complete definition
o Clinical information: generic definition.

1 Harmonisation, certification, approval labelling or reliable identification of adequate
solutions for integrated care.

1 Robust and reliable and replicable business models for IT supported solutions in a truly
personalized and muidisciplinary environment.

Type of Action Innovation action

The conditions related to this topic are provided at the end of this call anchenGeneral
Annexes.

SC1-DTH-14-2020: Precommercial Procurement for Digital Health and Care Solutions

Specific ChallengeDigital solutions supporting a continuum of care across a range of health
and care services can relieve the pressure on governmeptevide more coseffective

health and care systems by improving the use of healthcare and health outcomes. In this
context the challenges are to network, lead and facilitate health systems research, innovation
and digitisation in view of addressing keseas of interventions in health and care services
including health promotion and disease prevention.

Scope Support the health and care service provider to procure the development of digital
services that can facilitate the transition to integrated camel®@cross health and social
services and countigpecific crossnstitutional setups, including decentralised procurement
environments and collaboration across institutions. Key challenges that could be addressed
are patient empowerment, selfanagementpatient safety, patient involvement, chronic
disease management, diagnosing, hospital logistics, skills and independent living. These
challenges could be addressed by 46aEed solutions such asHealth, telemedicine, and
mHealth, to be defined throughe market consultation process. This should result in early
adoption and demonstration of the potential for scalipghe services and positive impact

with evidence of appropriate incentives of various actors. Legal, ethical, gender anrd socio
economic $sues should be addressed as appropriate.

Proposals should deliver and:
f be driven by clearly identified user needs guiding the procurers of the buyer&group

1 be driven by public and/or private procurers from each country participating (at national,
regioral or local level) that have responsibilities and budget control in the relevant area
of supply of health and care services;

252 Proposals are encouraged to follow the principles of Green Public Procurement as appropriate, see
http://ec.europa.eu/environment/gpp/index_en.htm
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1 demonstrate strong commitment of amkrs and their communities in the-@eation
process;

1 as applicable contribute to the useimteroperable solutions based on open platforms
and take into account existing best practices and standardisation initiatives;

1 validate the benefits (both clinical and financial) of #8dsed services in comparison to
traditional healthcare services;

T provide robust safeguards to ensure compl
and privacy protection;

1 include clear timdines, a welstructured workplan aligned to the objectives of the
different phases and according particular importance h® role played by the
preparatory phase; (templaf®@® made available by the Commission are strongly
recommended to be used in particular as concerns the call for tender) and;

1 address training aspects, digital health literacy and new collaborative innovation
principles and practises, management, and retention of healthcare staff under this topic.

f build on expertise from and align with other relevant actions such as 2PiRRd
EURIPHP®S,

The procurers, hospital clusters, care services providers and otheropahs regional
ecosystems should share knowledge, test results and needs to better coordinate the primary
and community care, and stimulate local responsibility for care services, monitoring and
rehabilitation. This may include aspects such as orgamisdtiprocesses, digital health
literacy, workforce training,-@ealth workforce, financing and business models, hospital and
telemedicine services, home care, patient centeredness, development of shared open source
IT-based platforms, data integration,n&tards (supporting interoperability) and regulatory
issues, management and retention of healthcare staff.

The service innovation should facilitate the early adoption and transferability (to other local
contexts) of successful solutions addressing the mimv gap. Multipolicy/strategy
collaboration across institutions (hospitals and institutions under the responsibility of
municipalities or regions), industries, academia and user communities capable of establishing
dedicated operational programmes areeseary to safeguard both the service and business
performance metrics and the growth potential in the innovation chain.

The proposals should include the methodology foreseen to measure progress and validation
process applicable in the tendering phaseatdw the key performance areas of quality of
care, sustainability and economic value within the selected key area of intervention, see e.g.

253 Reference to template to be added
254 https://cordis.europa.eu/project/rcn/219012/factsheet/en
255 https://cordis.europa.eu/project/rcn/219929/factsheet/en
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MAFEIP 2% Sufficient travel allowances for regular information days concerning the
procedures and thematic networkiexents (e.g. related to relevantaalination and support
actions including SGHCC-04-2018>") should be foreseen. A plan to implement the services
should be included. In that context investigation of complementary procurement approaches
(see e.d®) including value based procurement are encouraged.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 4 and 5 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclgidmission and selection of proposals requesting other
amounts.

Proposals for this topic should follow the specific requirements forcqmamercial
procurement (PCP) supported by Horizon 2020 grants as set out in Annex E of the WP.

Expected ImpactThe poposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Established path to innovation, evidence of benefits of disruptive technologies that can
support the development of sustainable business modetsoved user and market
engagement, strengthened procurement community, evidence of healthy innovation
ecosystem including researchers, users, eHealth and other solution providers and
procurers. Evidence in key performance areas i.e., quality in health care,
sustainability of the delivery system and economic value.

1 Increased opportunities for solution uptake across wider international procurement
markets by aiming at interoperable solutions that are validated through field testing by
participating pocurers in multiple countries across Europe and contribution to
standardisation where relevant.

Type of Action PreCommercial Procurement

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SCI1-HCC-01-2018: Supporting investment in smart living environments for ageing well
through certification

Specific ChallengeThe building stock in Europe today is not fit to support a shift from
institutional care to the horreased independent living model for the aggpopulation.

256 Monitoring and Assessment Framework for the European Innovation Partnership on Active and Healthy
Ageingi MAFEIP: http://mafeip.eu

257 EC Horizon 2020 SGHCC-04-2018: Digital health and care s@mwsi support for strategy and (early)
adoption, pp. 998, http://ec.europa.eu/research/participants/data/ref/h2020/wp/2018
2020/mairth2020wp182Ghealth_en.pdf funded project: PIPPI:
https://cordis.europa.eu/project/rcn/219012/factsheet/en

258 Targeted consultation on the draft Guidance on Public Procurement of Innovation,
https://ec.europa.eu/growth/content/targatedsultatiordraft-guidancepublic-procurement
innovation_enEC DG GROW, 04/10/2017
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There is a recognised need to facilitate the development of comnrtasieyl services and to
stimulate the emergence of "afyjeendly home" conversions. These homes should enable
independent living and remote health monitoring to the growagging population. In
addition to physical / spatial alterations, making homesfragredly should include upgrading
existing ICT infrastructure to support digital services for independent living and connected
and integrated care including telehealth aglédare, as well as solutions supporting health
status and healthy lifestyle (e.g. sensor based physiological measurements, mHealth apps,
telepresence, robotics supported living). Ideally, these ICT upgrades for independent living
and health status managemh could be combined with the needs related to ersffigyency,

security, and entertainment.

Despite its proven potential for systemic change, laage investment (both public and
private) in sustainable homes still faces barriers, often causedséguiity about personal,
societal and financial returns on investment and a lack of clarity about concrete elements of
sustainable ag@iendly living environments and the choice of building, retrofitting and
adaptation measures to be implemented.

Coordindion and support is needed to develop a sound basis for safe investment decisions in
smart agdriendly, adaptable living environments made by procurers, public authorities,
industry and citizens.

This should be achieved by bringing stakeholders togetheluding researchers from the
social sciences and the humanities), synthesising innovation from European projects,
analysing and aligning (emerging) national certification and labelling schemes and facilitating
development and exchange of best practices.

This CSA should aim to support the establishment of a European reference framework for
agefriendly housing and should build on the ongoing work in the emerging stakeholder
driven Reference Framework for Ageiendly Housing and the smatrt living environrtsefor

ageing well as demonstrated in the Lagpale Pilot on Internet of Things.

Scope The action will consolidate knowledge from related projects and initiatives to identify
the most appropriate scheme for harmonisation, certification, approval rigbelli other
forms or reliable identification of adequate smart living environments for ageing well,
including indicators and good practices.

In a coordinated effort with relevant R&I projects, national initiatives and other stakeholders
(among them natiohaschemes, procurers, civil society representatives, certification and

regulation & standardisation bodies, building and ICT industry), the scheme should be
developed and agreed for adoption.

Tasks include:

1 Frequent exchange with relevant R&l projects whaan contribute to certification,
especially largescale pilots on Internet of Things and other projects in the fields of
independent living and ageing well;
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1 Providing an overview of relevant standards;

1 Development of a comparative overview of relevdfuropean and international
certification or labelling schemes with their respective advantages and disadvantages;

1 Development and validation of a full concept of European certification scheme based on
results of comparison and validation;

1 Quality and riskmanagement concept for sustainability and further development of the
proposed scheme;

1 At all stages, the CSA should take into account outcomes of the ongoing work around a
European Reference Framework on Smart-Rgendly Housing and ensure that its
subject and conclusions align with the framework;

T 1t will support the delivery on the Commission's commitment to Leadership in the
Internet of Things as described in the Communication "Digitising European Industry
Reaping the full benefits of a Digital Sing\arket", particularly in the field of smart
living environments.

The Commission considers that proposals requesting a contribution from the EU of up to
EUR 1 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this deenot preclude submission and selection of proposals requesting other
amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Agreed scheme for European certificatioith potential for widespread adoption across
Europe;

1 Adequate basis for investment decisions in smart living environments for ageing well
(both private and public) based on expected returns;

1 Proof of increased investment into building stock fit for thiegkevity challenge, i.e. to
move from institutional care to the horbased independent living model for the ageing
population.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call anthenGeneral
Annexes.

SC1-HCC-02-2019: Support for the large scale uptake of open service platforms in the
Active and Healthy Ageing domain

Specific Challengeln the past years several open service platforms for Active and Healthy
Ageing domains have beeleveloped, originating from the medical, independent living, and
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loT domain. These platforms aim at building a common basis for application development,
assuring interoperability at the application and service level, and reducing development cost
by reuse of components. As these platforms mature more insight is needed in the way they
contribute to the development of a scalable and open market for digital solutions for health
and ageing, and which value is actually achieved through them. The integrapilatfaims

between different domains will introduce new interoperability issues that need to be tackled.

A coordination and support action that addresses these issues and gathers the insight referred
above is needed in order to promote the effective ua@tempact of open platforms.

Scope Proposals should deliver an inventory of the state of the art and analyse the use of
open service platforms in the Active and Healthy Ageing domain, covering both open
platforms -such as universAAT® and FIWARE?®’- and patly-open/proprietary platforms
developed by industry. In addition, proposals should address interactions between platforms.

Proposals should elaborate a methodology that monitors open platform development, adoption
and spread across Europe, with relev@® | 6 s factors that support
open platforms in Europe, including the associated evolution of the ecosystems and
stakeholder networks.

Proposals are then expected to put this methodology into practice and study the use of open
platforms by, amongst other possible actions, collecting and processing data from running and
recently ended projectancluding EU funded projectsand initiatives that use the referred
platforms, with special focus on those building upon UniversAAL and FIWAREy should

also address the evolution in the further development and maintenance of the platforms as
well as the use and sustainability of relevant open platforms.

Proposals should elaborate evaluation guidelines aimed at collecting evidence on socio
ecoromic costs and benefits of the use of open platforms as means for service delivery to
serve as a reference for promoting further use of this approach.

Proposals are expected to include activities aimed at fostering integration efforts and
knowledge excharggbetween the projects and initiatives referred above and also the user
communities around the platforms. Proposals should collect best practices and practical
experience with integrating multiple platforms. Technical, organisational, financial/business
and legal aspects should be taken into account. Proposals should explore and link relevant on
going policy initiatives in the field such as the Blueprint for digital transformation of health
and caré®’.

Proposals should describe collaboration activities wttier relevant European projects or
initiatives, e.g. the European Innovation Partnership on Active and Healthy Ageing. They are
also expected to include dissemination activities for different stakeholder gteapsology
developers, policy makers, endeus, preferably in the context of major events such as EIP
AHA summit, AAL Forum and eHealth Week.

259 http://www.universaal.info/
260 https://www.fiware.org/
261 http://ec.europa.eu/newsroom/document.cfm?doc_id=40787
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The Commission considers that proposals requesting a contribution from the EU of up to
EUR 1.5 million would allow this specific challenge to be addresapgropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpactProposal should present appropriate indicators to measure their progress
and impact in these areas:

1 Identification of the dtical success factors of open platform development, deployment,
and spread,;

1 Increased knowledge on the differences and synergies between open platforms, with
regard to both their features and their interoperability on different levels (data /
information/ applications / services);

1 Evidence for the socioeconomic benefit of open service platforms;

1 Engagement of required stakeholders to ensure the reliability of the data collected and to
maximize the value of results achieved;

1 Increased levels oparticipation by service platform providers and platform users in
networking and knowledge exchange events;

1 Contribution to the effective implementation of relevant policy initiatives in the field;

1 Enhanced synergies with other European projects to makepjmgress on favourable
framework conditions to scaliagp digital innovation for active and healthy ageing
across the EU, including standardisation.

Type of Action Coordination and support action

The conditions related to this topic are provided hetend of this call and in the General
Annexes.

SC1-HCC-03-2018: Support to further development of international cooperation in
digital transformation of health and care

Specific ChallengeCitizens in ageing populations wish to stay in their homes féoragas
possible. They are however at risk of age related impairments such as poor health, cognitive
impairment, frailty and social exclusion with considerable negative consequences for their
independence, quality of life, that of those who care for theerd, for the sustainability of
health and care systems.

There is an increasing global interest in cooperation on research and innovation addressing
this issue with digital solutions and services. It is however necessary to identify the future
areas for intmational cooperation which have the highest potential as well as support the
identification and networking of the potential funding organisations which can promote future
cooperation. In line with the strategy for EU international cooperation in reseacth
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innovation (COM(2012)497), international cooperation is encouraged, in particular with the
US, Canada, Japan, South Korea and China.

Scope The action should develop and deliver a roadmap for international cooperation which
outlines key relevant reselr and innovation areas in digital solutions and services for active
and healthy ageing. The selection of topics and potential funding schemes should be based on
a clear methodology which also takes into account the European added value and identifies
relevant existing and emerging initiatives which can form the basis for such a cooperation.
The action should also ensure that relevant stakeholders are engaged during the process
through regional and international workshops and a set of communication agmidetson

actions.

The Commission considers that proposals requesting a contribution from the EU of up to
EUR 2 million would allow this specific challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection osgigopequesting other
amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Increased awareness of relevant research and innovation initiatives by European and
Intemational stakeholders;

1 Increased international cooperation in research and innovation on ICT for active and
healthy ageing through a roadmap of priority areas and potential funding schemes;

1 Increased networking of European and international stakeholdd¢esested in
international cooperation in the field;

1 Improve competiveness of European industry by opening up international open
innovation possibilities and gaining access to future markets.

Type of Action Coordination and support action

The conditions elated to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCC-04-2018: Digital health and care service$ support for strategy and (early)
adoption

Specific ChallengeHealth and care service providers and users are increasingly facing
complex decisions when exploring and investing in new health and care solutions. There is a
need to support crodsrder cooperation in preparation of procurement of research and
innovative digital solutions, including on how to balance innovation risks with improved
outcomes. Further support is also needed for implementing high quality policies, strategies
and practises in a concerted manner and providing more confidence in addressirepkef
interventions and related unmet needs, procedures and other measures. In addition there is a
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need to facilitate an appropriate dialogue with the supply side and academic stakeholders to
understand the constraints and possibilities.

Scope Create &vourable framework conditions for crassrder Communities of Practise
(CoP) and create a network that will assist the health & care research and innovation
ecosystems in taking investment decisions on future procurement of research and innovation
and, eentually, on (large scale) deployment of eHealth systems and new care delivery
models. The network should support existing ecosystems, create capacities, promote, co
ordinate, collaborate with other innovation accelerators and investors, and focus eonadopt
and scale of health innovation European wide. To facilitate sufficient knowledge brokerage all
appropriate actors in the innovation chain and systems should be engaged

The consortium should represent a widksigned network of procurers and demand side
actors e.g., European regions, national care authorities, NGOs, patient and consumer
organisations that have proven experience in the field and the capacity to engage and consult
objectively all relevant actors. The consortium should also connect totarsjeslational
Promotional Banks and Economic Development Agencies.

Additionally, diverging expectations and risk management in innovation chain should be
addressed by offering a set of support activities beyond the innovation procurement
procedures includg access to finance and investor networks.

Approaches addressing consumer health should be interlinked in those cases where the
institutional health and care services are expected to contribute.

The consortium is expected to assist those procurersntieadito prepare for a crebsrder
innovation procurement e.g., guiding them to address-dedihed unmet needs ofersin

health and care, use the repositories of best practises and implementation guidelines and
providing opportunities for networking.

The findings in earlier cordination and support actions for procurers e.g., EPP eFf&alth
Inspire?®® and EAFIP®* should be taken ehoard. Networking with supply and consumer
market actors, investors and business accelerators should be well establisheHdalip
hub?®°[5] , EIT-KIC 256, EIP-AHA 257, AAL 2%8, ENoLL?%°, National Promotional Banks,
Economic Development Agencies). The progress in Blueprint Digital Transformation of

262 European Procurers Platforrm eHealth - Transforming the market for eHealth Solutions
http//innovationithospitals.com/
263 International Network Supporting Procurement of Innovation via Resources and Education,

http://inspirecampus.eu/

264 European Assistance for Innovation Procurement (EARtp)//eafip.eu/

265 eHealth Hub: Integrated Support for eHealth SMEs and stakehdhtipiss/ec.europa.eu/digitadingle
market/en/news/ehealtiub-integratedsupportehealthismesandstakeholders

266 European Institute of Innovation & Technologhiealth,https://eit.europa.eeit-community/eithealth

267 European Innovation Partnership on Active and Healthy Ageing,
http://ec.europa.eu/research/innovatigrion/index_en.cfm&ection=activehealthyageing

268 http://www.aaleurope.eu/

269 European Network of Living Lalisttp://openlivinglabs.eu/
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health and caré® and EUUS MoU on health IT innovation eeystemg’! should be
incorporated

The proposal should include parallel activities building up on the competences and capacities
of the network including but not limited to:

1) Coordinate the development of a mdbllaborative growth policy & strategy of the
European health & carprocurers and other demand side actors in the quadruple’helix
systemic context. The knowledge brokerage should facilitate easy migration of competences
benefitting the ecosystems at various maturity levels in the innovation chain in thematic
Communities bPractise and other professional networks.

In particular, the following elements should be taken into account:

1 facilitating the development of key areas of interventions in knowledge brokerage
settings to get validated and accepted in health & care debeevices integrating data
strategy as a fuel of novel digital health services;

1 linking research institutions, university hospitals in the context of thematic CoP;
1 education of new collaborative innovation principles and practises;

 building upon nationahitiatives, however, taking into account the Lisbon tré&dignd

1 developing the existing or building up repositories of methodologies aupsetf CoPs

2) Tailored assistance for procurers, regions, cities, national authorities and users to foster
sustainable adoption e.g., by developing case specific innovation/business models, giving
legal aid, addressing regulation, managing risks, sharing best practises, training and
education, access to finance, addressing procurement events etc., interlinkimgoxation
acceleration of digital health and care industries, other actors.

3) The network should undertake activities that investigate the feasibility and facilitate the
concrete preparation of a crdssrder PCP for at least one shared common usdr an
procurement need.

The Commi ssion considers that proposals requ
over three years would allow this specific challenge to be addressed appropriately.

210 Blueprint Digital Transformation of health and cahnép://ec.europa.eu/research/conferences/2016/aha
summit/index.cfm?pg=blueprint

an EU-US EHEALTH/ HEALTH IT MOU UPDATED ROADMAP Webinar New Roadmap Westteam
"Supporting Transatlantic eHealth/Health IT Innovation Ecosystems', 2016
https://www.healthit.gov/sites/default/files/final -e8_updated roadmap_webinar 22516 v2
1_as_delivered.pdf

arz Open Innovation, Open Science, Open to the Wioddvision for Europe, EC, 2016, p.12

2r3 Treaty of Lisbon amending ¢htreaty on European Union and the treaty establishing the European
Community (2007/C 306/01), see notably Articles 2C(k), 2E(a), 5a, 136a (section on Public Health),
188c(b)
http://eurlex.europa.eu/legatontent/EN/TXT/HTML/?uri=CELEX:12007L/TXT&from=e
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Nonetheless, this does not preclude submission and selefteoproposal requesting other
amounts or duration.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Concerted approach and solutions to the challenges faced by tte dmsdystems as
perceived by service providers and users in several countries. Increased opportunities for
health and care services providers to address unmet needs. Reduced fragmentation of
service providerso demands.

1 Evidences of support and collabocati with consortia developing unmet needs for
innovation procurement and implementation aspects beyond the innovation procurement
procedures.

1 Concrete preparation of a cressrder PCP for at least one shared common procurement
need.

Type of Action Coordnation and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCC-05-2018: Support to a Digital Health and Care Innovation initiative in the
context of Digital Single Market strategy

Specific ChallengeThe Communication on the mtdrm review of the implementation of the
Digital Single Market Strategy (COM(2017)228) identified three priorities on digital
transformation of health and care (DTHC): citizens' access to their data; fiaséructure;
interaction between citizens and healthcare providers for better health management. That
document indicated that specific measures would be elaborated in a dedicated Communication
to be adopted in the months to follow.

Progressing significdly at EU scale on the referred priorities requires aligning the efforts of
many relevant players across Europe, namely their efforts on research and innovation, in line
with activities supported by H2020, as well as efforts on deployment, political caboah,
stakeholder awareness and mobilisation, etc. Such coordinated European action on is already
supported through various frameworks including the European Innovation Partnership on
Active and Healthy Ageing (EIP on AHA), the eHealth network of MembBgate
representatives, the eHealth stakeholders group, the health and care activities under the
Digitising European Industry platform and other. It is also the focus of actions under
European programs including H2020 (notably its societal challenge 1)Adtiee and
Assisted Living Joint Programme, the IMI and ECSEL Joint Undertakings and the
Knowledge and Innovation Community on Health from the European Institute of Technology.

Scope The action should address the activities indicated below, in closdicaton with
European Commission services, while considering the coordination activities and programs
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mentioned above, relevant projects and actions supported by the EU, and other relevant
initiatives.

1) Delivery on the third DTHC priority of the DSM (asing on usecentred integrated

care), which should represent approximately 75% of the total effort of the action. This will
concentrate on supporting and extrapolating the lessons from practical experiences across
Europe that are particularly impactfsiiccessful and replicable. The focus will be on large
scale deployment of digital solutions for chronic diseases and integrated care (that absorb the
majority of healthcare budgets and where there is a big scope for improvement) and patient
centred caregonsidering a limited set of implementation scenarios which seem particularly
impactful. The experiences to be considered may cover public angutdio initiatives,
including from the reference sites and other participants of the EIP on AHA, as well as
relevant European projects (finished or not) on integrated care. Three tasks will be
undertaken:

1.1. Support the identified initiatives and projects, assessing their impact, analysing their
strengths and weaknesses, and providing advice for further depigynmcluding on
available funding from public (EU or other) and private sources as well as other types of
assistance. In all cases, and notably for EU funding and assistance, the aim should be to
maximise their leverage effect and demonstrable impact.

1.2. Replicate the lessons from the selected initiatives and projects, through a common
framework for assessing impact (with particular consideration to the MAFEIRvinning
activities, and collaboration actions between relevant initiatives and stakeholtier later

may include a variety of instruments including-poanmercial and innovation procurement.
Success and failure factors will be analysed and compared in view to assess their potential
replicability. This work should build on the H2020 suppoticacfunded under SGHCO-
17-201775 and any other relevant efforts to link initiatives in the scope of the third DTHC
priority of the DSM.

1.3. Scale up the deployment across Europe of DTHC solutions, analysing, elaborating on and
promoting enabling facterand "building blocks", which may lead to European reference
frameworks. These may relate e.g. to mHealth, smart homes, smart hospitals, legislation and
practices on data management, recognition of professions and professional acts,
reimbursement schemesgalth technology assessment, incentive and penalty schemes,
performance and outconiimsed approaches, subsidy schemes, interoperability and standards,
skills and literacy measures, etc. This work will build up on the sqalstrategy of the EIP

on AHA and any other efforts to scale at European level initiatives in the scope of the third
DTHC priority of the DSM.

2) Collaboration platforms on key aspects of the three DTHC priorities of the DSM, which
should represent approximately 20% of the total effbthe action. This requires to identify
relevant stakeholders and initiatives across Europe and engage them to collaborate, jointly

214 See www.mafeip.eu
215 See http://ec.europa.eu/research/participants/portal/desktop/en/opportunities/h2020/teimioslSe 1
2017.html
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analyse key challenges and solutions, elaborate common strategic agendas and commitments
for action in three areas:

2.1. Ciizens' access and management of data relevant to their health and wellbeing (first
DTHC priority). This will address public and private initiatives allowing active citizen
involvement with regard to data relevant to their health (access, manage, Sthamiug,

etc). It will be important to reach out to relevant stakeholders, e.g. health authorities, patient
and healthcare provider associations, data protection authorities, data platforms, etc. Account
should be taken of schemes to share data, incluingss borders, such as the health Digital
Service Infrastructure under the Connecting Europe Facility {€EFand other relevant
ongoing projects and actions funded by the EU (e.g. topic[331-08-2018).

2.2. Aggregated demand for infrastructaagacity to handle health data (capture, transfer,
process, store, etc) by researchers, developers of products and services and other players
involved in the secondary use of data (second DTHC priority). The focus will be on the
interaction between the mfed demand and the supply for generic data infrastructure
capacity, considering in particular the initiatives on EuroHPC (high performance computing),
European Open Science Cloud (EOSC) as well as future related activities supported by the
H2020 and th§CEF) programs. Special attention should be paid to security, privacy and
identification aspects. Account should be also taken of the most relevant ongoing projects and
actions funded by the EU (under H2020, CEF, structural funds, etc) focusing on aé&alth d

2.3. Interaction between citizens and healthcare providers (third DTHC priority), including
feedback from patients and on health outcomes, exploitation of real world data, and other
aspects meant to improve quality of care and health managementnalg&his will refer to
various initiatives already existing in this area.

3) Vision of EU coordination and support on DTHC beyond 2020, which should represent
approximately 5% of the total effort of the action. Considering inputs gathered through the
implementation of the two other work packages and additional feedback from relevant
stakeholders, advise on future EU support on DTHC goals, including possible financial
support under the next Muléinnual Financial Framework (e.g. support for research and
innovation, cohesion, strategic investment), as well as legislative, policy, or other types of
intervention.

The proposal should include partners with demonstrated experience of delivering on the areas
mentioned above, who are widely acknowledged for thepedise and results, while
providing a broad representation of constituencies relevant to DTHC, as well as of regions
across Europe.

Beyond the profile and credentials of their partners, the proposal should demonstrate capacity
to reach out to and effeedly engage relevant stakeholders across Europe, influence their
policies and practices as well as stimulate cooperation amongst them.

218 https://ec.europa.eu/cefdigital/wiki/display/CEFDIGITAL/CEF+Digital+Home
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Moreover, the proposal should be able to credibly deliver on the expected impacts identified
below. This will require redvant expertise on a variety of domains and an appropriate level of
resources convincingly allocated to the action.

The Commi ssion considers that proposals reqt
over two years would allow this specific challenge be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the follang areas:

1 Effective support to and engagement of stakeholders active on the third DTHC priority
of the DSM, resulting in tangible impact from the beginning of the action and
sustainably throughout its duration.

1 Functional collaboration platforms on keypasts of the three DTHC priorities of the
DSM and instrumental contribution to the implementation of EU policy on DTHC in the
context of the DSM.

1 Actionable strategic vision for EU policy on DTHC beyond 2020, including appropriate
mobilisation of EU instrments.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCC-06-2020: Coordination and Support to better data and secure crodsorder
digital infrastru ctures building on European capacities for genomics and personalised
medicine

Specific ChallengePersonalised medicine uses data generated by new technologies to better
understand the individual characteristics in order to deliver the right care tgtihperson at

the right time. This approach has substantial potential for tackling major health challenges,
such as cancer and rare diseases, helping to deliver better and more effective health outcomes.
In order to seize this potential, there is a neesutgport the large scale pooling of expertise

and of genomic and other health data, as well as to identify common standards for the
generation, analysis and sharing of this data.

Coordination and support is needed to develop drosder solutions for shimg expertise

and linking genomic and other health data. This should be achieved by identifying relevant
initiatives and projects, discerning best practice emerging from clinical implementation and
engaging with relevant stakeholders. It is critical tentify common standards for data
quality, security, interoperability, privacy, ethical guidelines and governance models
underpinning the establishment of sustainable dbosder digital infrastructures and
networks for genomics and personalised medicgirteurope.
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Scope This action should aim to support the identification of common standards;bonmkes

digital infrastructures and coordination mechanisms to advance personalised medicine in
Europe. It should build on existing initiatives, projects arsbueces at national, regional and
European level.

This CSA should consolidate knowledge from existing initiatives and projects to identify the
most appropriate practices, standards and governance models for establishipra@ss
digital infrastructuresupporting genomics research and personalised medicine in Europe.

In a coordinated effort with national initiatives, Research & Innovation projects, and other
stakeholders (among them national authorities, health institutions, standardisation bodies, ICT
industry), the action should develop coordination mechanisms for sharing expertise and for
securely linking genomic and other health data (eg electronic health records, registries,
including rare disease registries etc), respecting legal (including blinfted to similarities

and differences in EU Member states and associated countries, standardisation, type approval
etc.) and ethics requirements. This CSA should identify and facilitate the exchange of best
practices between relevant R&I projects, atittes and other stakeholders. It should provide

an overview of relevant standards for data quality, security, interoperability, privacy and
ethics. It should identify critical elements of a system of transparent governance of a digital
infrastructure endimg the crossborder linking of genomic and other health data in Europe. It
should also develop a quality risk management concept for sustainability and further
development.

For grants awarded under this topic, beneficiaries may provide support to dhiies pas
described in General Annex K of the Work Programme either in form of grants or prizes. The
respective options of Article 15 of the Model Grant Agreement will be applied.

The Commission considers that proposals requesting from the EU up to EUlRd would
allow this specific challenge to be addressed appropriately. Nonetheless, this does not
preclude submission and selection of proposals requesting other amounts.

Expected ImpactThe proposal should provide appropriate indicators to measyegsess
and specific impact in the following areas:

1 Agreed standards and mechanisms for the dvosder linking and analysis of genomic
and other health data with potential for wislgread adoption across Europe.

1 Adequate basis for developing a crteeder digital infrastructure for linking genomic
and other health data in Europe.

1 Best possible and secure use of genomic and other health data for personalized medicine.

1 Adequate basis for investment decisions in personalized medicine (both private and
public) based on expected returns.

T Support Europeds gl obal |l eadership in pers

Type of Action Coordination and support action
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The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SCI-HCC-07-2020: Support for European eHealth Interoperability roadmap for
deployment

Specific Challenge Large amounts of valuable health data are generated and recorded
concerning EU citizens. This includes clinical and medical data that are colleti®esbf
treatments or data generated by the citizens themselves on health and care, fithess and
wellbeing. Opportunities to use these data for better health, to make contributions to
personalised or precision medicine, better prevention approachesnandtine services are

often missed because data do not become available and are not interoperable and portable to
the extent necessary. Interoperability of digital platforms and solutions, making data
accessible in an actionable form for exchange and lpbityas required to pave the way for

better health outcomes and treatments. Efforts have been and are still invested in
standardisation and harmonisation (including common clinical models, tools and agreed
approaches), privacy and security (including adadccess and data integrity) and
communication (towards citizens, patients and healthcare providers) to allow citizen/patient
empowerment, advance health research and medical science, improve health for everyone and
also define requirements for an apprafgidata quality.

Scope Considering and building on outcomes of related activities and projfette focus is

to support deployment and monitoring of eHealth interoperability meaning real life
interoperable digital platforms and solutions for use bigamits, researchers, health services
and the workforce across borders in the EU Digital Single Market. The support should
comprise a coherent package of activities that will improve the deployment of interoperable
eHealth solutions and platforms, with arsfgcant number of citizens in several Member
States accessing and providing their own health data in platforms. The deployment should
consider interoperability of (electronic) Health Records across national borders, the
empowered European citizen, comptia with the General Data Protection Regul&tihe
Network and Information Systems Directi{®and the operation in a European digital single
market. The deployment should build on the Commission Recommendation on the European
EHR exchange form&Pand beguided by strong and systemic contributions for better data
and better computational approaches to advance disease prevention and personalised
medicine. Emphasis should be given to specific fields of high societal relevance and high
prevalence. Omics typef information associated to the use and exchange of health datasets

an E.g. from the H2020 topics PHC 34£2014,HC0O-14-2016, HCO15-2016, SCiIDTH-08-2018

28 Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of personal data and on the free movement of
such data, r’rd repealing Directive 95/46/EC (General Data Protection Regulation): http://eur
lex.europa.eu/eli/reg/2016/679/0j

2 Directive (EU) 2016/1148 of the European Parliament and of the Council of 6 July 2016 concerning
measures for a high common level of seguaf network and information systems across the Union:
http://eurlex.europa.eu/eli/dir/2016/1148/0j

280 https://ec.europa.eu/digitalnglemarket/en/news/recommendatiearopearelectronichealthrecord
exchangdormat
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should be strongly considered with special regard to analysis and corresponding further
healthrelated data. Relevant activities of the eHealth Net&fdrkhould be taken into
account. Foall relevant data (e.g. from hospitals, doctors or-geserated) ethics and legal
issues should be considered appropriately.

For grants awarded under this topic, beneficiaries may provide support to third parties as
described in General Annex K of thedvk Programme either in form of grants or prizes. The
respective options of Article 15 of the Model Grant Agreement will be applied.

The Commission considers that proposals requesting a contribution from the EU of up to
EUR 3 million would allow this spefic challenge to be addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impadh the following areas:

7 Citizencentred secure electronic health data use across Europe for citizens managing
own health data;

1 Support cros$order and intemstitutional interoperability solutions;

1 Specific contributions made for improved health coondsi healthy working conditions
and quality of life;

1 Improved efficiency in terms of health economics and occupational health such as on
timeliness of intervention or prevention approaches;

T Extended EU citizens®d manage mssbdrders ictoswn he
and confinements;

71 Improved level of accessibility, control and portability of health data for citizens;

1 Open, extensible and harmonisatimased citizen health records solution for service and
app developers;

1 Easy and safe for citizens provide and donate their health data for research;

1 Contributions to requirements, specifications and guidelines for the exchange of images,
image reports, laboratory results and discharge letters at national antiandeslevel;

1 Support integration ith tools and services under the Digital Service Infrastructure
supported by the Connecting Europe Facility.

Type of Action Coordination and support action

281 https://ec.europa.eu/health/ehbAiblicy/network_en
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The conditions related to this topic are provided at the end of this call and in the General
Annexes.

SC1-HCC-08-2020: Scaling up innovation for active and healthy ageing

Specific ChallengeThe European Commission has promoted scaling up of digital innovation
for active and healthy ageing both with research and innovation funding under Horizon 2020
ard previous Framework Programmes and with its support for stakeholder partnerships like
the European Innovation Partnership on Active and Healthy Ageing with its Regional
Reference Sites.

I n its Communication on fAenabandcaginthbRigitali gi t a

Single Market, empowering citizens and bui
the Commission sets out a number of measures for thedaade use of digital tools for
citizen empowerment and persoentred care whiclare of high relevance for active and
healthy ageing. These measures depend on active contributions from local and regional
ecosystems, stakeholder groups and organisations including industry, civil society, academia
and public administration.

The specificchallenge is to facilitate active contributions (in the form of institutional,
technological and behavioural change) from all stakeholders to continue on a path towards
large-scale deployment of innovative solutions for active and healthy ageing.

Scope Proposals are expected to define mechanisms to facilitate further uptake by actively
involving partners from the European Innovation Partnership on Active and Healthy ageing as
well as other relevant stakeholder groups (e.g. Joint Programming Initiative@Years

Better Lives, Active and Assisted Living programme, EIT Digital and EIT Health), and
research and innovation projects, at European, national and regional levels.

The work will build on previous actions and have a clear focus on the succegxialtsto

supply and demand sides in implementing scaling up strategies for innovative solutions
(technology, integration of health and social care, systemic change). In particular,
complementarity and consistency should be ensured with the outcomedjngsidend
strategies delivered in projects funded from $0-17-2 017 (ASupport fo
upt ake of Di gital l nnovation f -BICC-01RQL8 i v e
("Supporting investment in smart living environments for ageing well througtficaion")

and SCIHCC052018 (fASupport to a Digital Heal t h

context of Digital Single Market strategyo).

A particular focus should be on the development and implementation of aelomg
investment strategy, which wia leverage and blend funding sources, from European,
national and/or regional programmes/promotional banks as well as private investments, and
involve new players and partners.

Financial support for upscaling measures and faogde deployment should bensidered in
the tasks to be defined for the Coordination and Support Action. These should include
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twinning programme&2and capacity building for local and regional authorities. This action
should create a clear and coherent set of recommendationsdefirges for public health
authorities in Europe together with a strategy to support their implementation. Proposals are
also expected to set up a cooperation mechanism facilitating regular exchanges between the
demand (both public and private procurers) aopply (including SMEs and starps) sides

to identify the difficulties innovators may experience in scaling up solutions across borders in
the EU and define measures to improve ctussler deployment of these solutions.

The Action is expected tdevelop and apply useentred strategies for implementation of
transformative solutions and change management, in particular in the following fields:

1 mHealth solutions for active and healthy ageing
1 smart agdriendly homes and independent living
1 chronic dsease management

For grants awarded under this topic, beneficiaries may provide support to third parties as
described in General Annex K of the Work Programme either in form of grants or prizes. The
respective options of Article 15 of the Model Grant égment will be applied.

The Commission considers that proposals requesting a contribution from the EU of up
between EUR 1.5 and 2 million would allow this specific challenge to be addressed
appropriately. Nonetheless, this does not preclude submissiorsedection of proposals
requesting other amounts.

Expected ImpactThe proposal should provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Accelerated progress on scalng digital innovation for active andehlthy ageing
across the EU.

1 Contribution of the policy activities to i) The Quality of Life of the EU population, ii)
The Sustainability of Health and Care delivery and iii) Economic growth and job
creation in the EU.

1 Increased levels of investment by pabauthorities and private investors in digital
innovation for health and active ageing that result from policy activities.

1 Wider commitment to investment leading to successful and -effesttive
implementation of digitalhenabled, perseoentred care sations.

1 Enhanced market conditions that can facilitate economies of scale for the suppliers of
technology and services.

Type of Action Coordination and support action

282 Twinning activities such as under the European Innovation Partnership on Active and Healthy Ageing
(EIP AHA).
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The conditions related to this topic are provided at the end of this call and in tead@al
Annexes.

SCI-HCC-09-2020: Supporting deployment of eHealth in low and lower middle income
countries in Africa for better health outcomes

Specific ChallengeE-Health can contribute to better, more accessible and more efficient
health and care senés, in particular to remote populations and underserved communtities. E
Health and mHealth technologies can only be successful, if they are supported by national
governments, who have establisheHaalth policies and strategies and demonstrate strong
owneship of the national-elealth programme. HHealth programmes will only achieve their
objectives, if they are adapted to country needs, are citeetered and sustainable through
sound public finance management. Theserpgeisites will impact on the qlily and
accessibility of such-elealth services and their sustainability, usability, data security and
interoperability, privacy and ethics issues.

Access to one's own health data and {gghlity mHealth services in relfe environment
are still a chbenge because of a lack of government ownershigea&th policies including
enabling regulations, a sustainable and trustable infrastructure, and digital literacy.

Coordination and support is needed for taking stock of and further developing strategic
partnerships on HHealth deployment together with low and middle income countries and
regions in Africa with the aim to improve the health of the citizens.

Scope The aim is to support the coordination of a registry of relevant existiigaéh
solutions @scribing their services and potential for low and lower middle income African
countrieg® or regions together with a roadmap and strategic implementation plans building
on the requirements of enser communities and policy makers in the target counfries.

action should take into account national and regional policies and (best) practices regarding
health and care services and health infrastructures and also include lessons learned from
existing eHealth policies and programmes at all levels of the hgatm. It should take into
account the new AfricEuropa Alliance for Sustainable investment and F6ls relevant.

It should identify and build on and identify relevant existing and emerging initiatives and
capacities in Europe and Africa which can fotire basis for future cooperation and
deployment.

283 Low and lower middle income countries as defined by the World Bank in September 2016
(https://datahelpdesk.worldbank.org/knowledgebase/articles/906519
Low income countries: Benin, Burkina Faso, Burundi, Central African Republic, Chad, Comoros,
Democratic Republic of Congo, Eritrea, Gambiajirtga (Conakry), Guinea (Bissau), Madagascar,
Malawi, Mali, Mozambique, Niger, Rwanda, Senegal, Sierra Leone, Somalia, South Sudan, Tanzania,
Togo, Uganda, Zimbabwe
Lower middle income countries: Angola, Cabo Verde, Cameroon, Congo (Brazzaville), Coteed'lv
Djibouti, Egypt, Ghana, Kenya, Lesotho, Mauritania, Mauritius, Morocco, Nigeria, Sao Tome and
Principe, Sudan, eSwatini (Swaziland), Tunisia, Zambia

284 https://www.africaeu-partnership.org/en/stapformed/news/europeatommissionunveilsnew
africaeuropealliancesustainablénvestmentand

Part 8- Pagel71of 203


https://datahelpdesk.worldbank.org/knowledgebase/articles/906519

Horizon 2020- Work Programme 20182020
Health, demographic change and wellbeing

The action should make use of and contribute to standardi$aasnappropriate. Proposals
should comply with and contribute to the development of the relevant legislation, in particular
on ethics and datprotection of health data. Soeswonomic and gender issues should be
addressed appropriately.

The action should also ensure that relevant stakeholders includirgsersdare engaged
during the process through national, regional and international workstwogp a set of
communication and dissemination actions, aligned to national policies, to support the
deployment of éHealth services in low and lower middle income countries in Africa. The
action should provide an added value, to the facilitation of tbperation between European

and low and middle income countries in Africa for a better health for all.

For grants awarded under this topic, beneficiaries may provide support to third parties as
described in General Annex K of the Work Programme eithemim &d grants or prizes. The
respective options of Article 15 of the Model Grant Agreement will be applied.

The Commission considers that proposals requesting a contribution from the EU of between
EUR 1.5 and 2 million would allow this specific challengeb® addressed appropriately.
Nonetheless, this does not preclude submission and selection of proposals requesting other
amounts. At least one consortium partner must come from low and lower middle income
countries in Africa.

Expected ImpactThe proposaltsould provide appropriate indicators to measure its progress
and specific impact in the following areas:

1 Higher level of international cooperation and networking in eHealth programmes and
policies between European countries or regions and low and mittbeneé African
countries, focusing on areas that are beneficial to the target countries / regions and their
citizens in eHealth;

1 Increased opportunities forhealth innovators, patients, medical staff and health system
stakeholders in Europe and Africa;

1 Better accessibility of eHealth Services.

Type of Action Coordination and support action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

Conditions for the Call - Digital transformation in Health and Care

Opening date(s), deadline(s), indicative budgé&fs):

285 refer to DG DEVCO Staff Working Document on Digitalisation for Development (Council regulation
November 2017) and the relevant WHO guidelines on eHealth
286 The DirectorGeneral responsible for the call may dedideopen the call up to one month prior to or

after the envisaged date(s) of opening.
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Topics (Type of Action) Budgets (EUR million) Deadlines
2018 2019 2020
Opening: 07 Nov 2017

SC1DTH-03-2018 (RIA) 25.00 25 Apr 2018
SC1DTH-07-2018 (RIA) 35.00

SC1DTH-08-2018 (RIA) 30.00

SCL1HCC-01-2018 (CSA) 1.00

SCL1HCC-03-2018 (CSA) 2.00

SCL1HCC-04-2018 (CSA) 3.00

SCL1HCC-05-2018 (CSA) 4.00

Opening: 26 Jul 2018
SC1DTH-10-20192020 (PCP) 22.00 14 Nov 2018

Opening: 16 Oct 2018

SC1DTH-01-2019 (RIA) 35.00 24 Apr 2019
SC1DTH-05-2019 (PPI) 10.00

SCEDTH-09-2019 (IA) 19.00

SC1DTH-11-2019 (IA) 20.00

SCEHCC-02-2019 (CSA) 1.50

Opening: 09 Jul 2019
SC1-HCC-06-2020 (CSA) 4.00 13 Nov 2019

SCL:HCC-07-2020 (CSA) 3.00

Opening: 19 Nov 2019
SC1DTH-02-2020 (RIA) 32.00 22 Apr 2020

SC1DTH-04-2020 (RIA) 8.00

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 for the 2020 budget subject to the availability of the appropriations provided
for in the draft budget for 2020 after the adoption of the budget 2020 by the budgetary authority or, if
the budget is not adopted, as provided for in the system of provisional twelfths.

Part 8- Pagel73o0f 203



Horizon 2020- Work Programme 20182020
Health, demographic change and wellbeing

SC1DTH-06-2020 (RIA) 32.00
SC1DTH-14-2020 (PCP) 9.00
SCL1HCC-08-2020 (CSA) 2.00
SCL1HCC-09-2020 (CSA) 2.00
Overall indicative budget 100.00 107.50 92.00

Inrecognition of the opening of the US Nat.
European researchers, any legal entity established in the United States of America is eligible

to receive Union funding to support its participation in projects supportber time following

topics: SCiDTH-01-2019, SCiDTH-02-2020, SCiDTH-03-2018, SCiDTH-05-2019,
SC1DTH-06-2020, SCiDTH-07-2018, SCADTH-08-2018, SCi1DTH-09-2019, SCADTH-
1020192020, SCIDTH-11-2019, SCiADTH-14-2020, SCIHCC-01-2018, SCIHCC-02-

2019, SCIHCC-03-2018, SCIHCC-04-2018, SCIHCC-05-2018, SCIHCC-06-2020.

Indicative timetable for evaluation and grant agreement signature

For single stage procedure:

9 Information on the outcome of the evaluation: Maximum 5 months from the final date
for submissin; and

1 Indicative date for the signing of grant agreements: Maximum 8 months from the final
date for submission.

Eligibility and admissibility conditionsThe conditions are described in General Annexes B
and C of the work programme. The following exceps apply:

SC1}:HCC-03-2018 Due to the specific objectives of the call, in addition to
minimum number of participants as set out in the Rulet
Participation, proposals shall include at least one partici
from the country or region targeted by thetion which can
demonstrate the necessary knowledge and can help mobili
relevant international funding bodies. The work should
support the ongoing G7 work on innovation and demogra
change.

SC1DTH-04-2020 Due to the specific challenge of this topic, in addition to
minimum number of participants set out in the General Anne
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proposals shall include at least one organisation as partner
consortium from Jap&# or Canad4®

SCIHCC-09-2020 Due to thespecific challenge of this topic, in addition to t
minimum number of participants set out in the General Anne
proposals submitted to SG1CC-09-2020 shall include at leas
one partner from low or lower middle income countries
Africa.

Low income ountries: Benin, Burkina Faso, Burundi, Cent
African Republic, Chad, Comoros, Democratic Republic
Congo, Eritrea, Gambia, Guinea (Conakry), Guinea (Biss
Madagascar, Malawi, Mali, Mozambique, Niger, Rwan
Senegal, Sierra Leone, Somalia, SoutlleB Tanzania, Togc
Uganda, Zimbabwe

Lower middle income countries: Angola, Cabo Ver
Cameroon, Congo (Brazzaville), Cote d'lvoire, Djibouti, EQy
Ghana, Kenya, Lesotho, Mauritania, Mauritius, Moroc
Nigeria, Sao Tome and Principe, Sudan, eSwa8maziland),
Tunisia, Zambia

Evaluation criteria, scoring and thresholdhe criteria, scoring and threshold are described in
General Annex H of the work programme. The following exceptions apply:

SC1DTH-01-2019, The thresholds for each criterion will be 4 (Excellence)
SC1DTH-02-2020, (Impact) and 3 (Implementation). The cumulative threshold
SC1-DTH-04-2020, be 12.

SC1-DTH-06-2020

Evaluation Proceduréhe procedure for setting a priority order for proposals with the same
score is given in Gena Annex H of the work programme.

The full evaluation procedure is described in the relegaite published on the Funding &
Tenders Portal.

Grant Conditions

SC1DTH-10-2019 The funding rate for PCP actions is limited to 90% of the t
2020, SCiIDTH-14- eligible costs to leverage dmancing from the procurers in thi

287 Fundng is expected to be made available in Japan by the Ministry of Internal Affairs and
Communication (MIC) and/or the National Institute of Information and Communications Technology
(NICT).

288 Funding is expected to be made available in Canada by the Qanagiiutes of Health Research
(CIHR)
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2020 specific case.

SC1DTH-05-2019 The funding rate for PPI actions is limited to 35% of the t
eligible costs to leverage dmancing from the procurers in th|
specific case.

SCI}HCC-06-2020, For grants awarded under this togifor [insert name(s) ol

SCI}HCC-07-2020, type(s) of actionbeneficiaries may provide support to thi

SCIHCC-08-2020, parties as described part K of the General Annexes of tF

SCIHCC-09-2020 Work Programmeeither in form of grants or prizes. Tt
respective options of Article 15 of tidodel Grant Agreemen
will be applied.

Consortium agreement

SC1DTH-01-2019, Members of consortium are required to conclude a consot
SC1DTH-02-2020, agreement, in principle prior to the signature tbé grant
SC1DTH-03-2018, agreement.
SC1DTH-04-2020,
SC1DTH-05-2019,
SC1DTH-06-2020,
SC1DTH-07-2018,
SC1DTH-08-2018,
SC1DTH-09-2019,
SC1:DTH-10-2019

2020, SCiIDTH-11-

2019, SCiDTH-14

2020, SCIHCC-01-

2018, SCIHCC-02-

2019, SCIHCC-03-

2018, SCIHCC-04

2018, SCIHCC-05

2018, SCIHCC-06-

2020, SCIHCC-07-

2020, SCIHCC-08

2020, SCIHCC-09

2020
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Call - Trusted digital solutions and Cybersecurity in Health and Care
H2020-SC1FA-DTS-20182020

This call aims at multidisciplinary technologies and solutions in health and care with a focus
on Atrtificial Intelligence, High Performance Computing and cybersecurity to assure data
privacy, security and protection of health and care infrastructuresddresses the need for
secure and usedriven ICTbased solutions in early risk detection and interventions with big
data approaches that enable aggregation of a variety of new and existing data sources such
as medical records, registries, social platforarsd other environmental, physiological and
behavioural data, including data from large scale pilots on smart living environments. This
call will contribute to the Focus Areas on 'Digitising and transforming European industry and
services' and 'Boosting theffectiveness of the Security Union'. In addition to the topics
published in the Societal Challenge 1 part of the H2020 Work Programme, an action on Al
for the smart hospital of the future (topic BT T-12-2020) is supported.

Focus Area on Digitising andtransforming European industry and services
Platforms and Pilots?®®

The Digitising European Industry initiative includes the launch of a set of initiatives
supporting the building of the digital industrial platforms of the fffliré&€uropean industry

needs @ come to agreements on functions and interfaces for those platforms, reference
architectures and interaction protocols that have the potential to create markets and market
opportunities leading to ecosystems and standards.

Proposals are expected to make s@nificant step forward in platform building,
interoperability between existing platforms, integration of relevant digital technologies such
as loT, Al, photonics, robotics, cloud and Big Data, and validation via pilots and
experimentation facilities. 8tting from suitable reference architectures, platform interfaces
are defined, tested via piloting, supported via ecosystem building to prepare theit,raihd
evolved into standards.

Various platform development activities exist at EU or nationalllexg. the Reference
Architectural Model Industrie 4.0 (RAMI 4.0) and the Industrial Data Space. To develop the
nextgeneration digital platforms, proposals need to bring various initiatives together and act
as linking pins. Proposals should build on 8ri$ platforms, pilot sites, testbeds, and

289 In the Societal Challenge 1 Work Programme 22080 only the topic DITDS-01-2019 is related to
the Platforms and Pilots call. The topics DDS-04-2020 and D¥TDS-05-2020 are not related to the
Platforms and Pilat call. Therefore, the text specified for Platforms and Pilots is not relevant for DT
TDS-04-2020 and D¥TDS-05-2020.

290 COM(2016) 180 final, 19 April 2016
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experimental environments that have been developed in these various initiatives when
applicablé®,

Proposals need to address all of the following four activities, namely platform building, large
scale piloting, ecsystem building, and standardisation.

In platform building , proposals need to develop ngeneration digital platforms, which
build on the statef-the-art, reuse what is available, and integrate different technologies, such
as loT, Al, robotics, cloud ah Big Data. Platforms should aim at openness and
interoperability between platforms to avoid leick preventing dominant positions of
individual players, and comply with standards and regulation. Proposals need to target
solutions for SMEs and midaps, &king into account interoperability with emerging and
future solutions. This may require the mapping of reference architecture models for
integrating existing sectorial platforms. The interfaces of the platform need to be described
via open specificationand reference implementations need to be developed. A major aim is
to offer platform functionalities that can be generically reused in multiple contexts to support
various types of applications and services.

In large-scale piloting pilots are set up thahake use of the digital platforms, develop
prototype applications on top of the platforms, and validate the platforms in both reduced,
controlled environments and in rddé use cases. Pilots may adapt platforms to specific
application needs and validateeir relevance for such needs, in order to foster-tgkand

large scale deployment. The pilots should cover innovative application scenarios with high
sociceconomic impact. Demonstration of cooperation between-Ergke pilots in different
domains ad combination of services from different sectors/domains are welcome. The key
need is to deliver interoperable solutions that provide an experience that customers or
businesses require, to test them in complex regulatory environments, and to give deidance
secure and safe implementation.

In ecosystem building the takeup of digital platforms is fostered by expanding the
ecosystem of players involved and through opportunities for entrepreneurs by promoting new
market openings allowing also smaller amaver players to capture value. For instance, small
and innovative ICT players can develop services/applications with a clear societal and
economic value, on top of the digital platforms. Moreover, additional soalé pilots can be
conducted by SMEs, \dhating the digital platforms and prototype applications. Experiments
running on top of the pilots, under specific scenarios, will allow for the validation and
acceptance by any actors in the ecosystem and users in particular.

In standardisation, contributons should be made to suitable standardisation bodies -or pre
normative activities, as outlined in the Communication on Priorities of ICT Standardisation
for the Digital Single Marké&t2

21 Relevant ongoing initiatives at EU level include the set of Large Scale Pilots called for under the
Internet of Things Focus Area in 2016 (KOI-2016) and the Factories of the Future projects under
FoF11-2016.

292 COM(2016) 176 final, 19 April 2016
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Projects for grants awarded under topicsIBT-07-20182019, DFICT-08-2019, DTFICT-
09-2020, DFICT-10-2019, DFICT-11-2019, DTFICT-12-2020 (located in the 'Information

and Communication Technologies' part of the Work Programme) andI3f01-2019
(located in the SGHealth, demographic change and wellbeing part of the \Wiagramme)
should support a critical mass of largeale piloting and ecosystem building activities. For
these grants, beneficiaries may strengthen these activities by providing financial support to
third parties in line with the conditions set out in €&t Annex K of the Work Programme.
Consortia need to define the selection process of organisations, for which financial support
will be granted (typically in the order of EUR 50 00Q50 000 per third parfy®). Maximum

20% of the EU funding can be alloedtto this purpose. The financial support to third parties
can only be provided in the form of grants. The respective options of Article 15.1 and Article
15.3 of the Model Grant Agreement will be applied.

Proposals should contain an outline business cadenaustrial exploitation strategy. They
also need to define clear business models and justify how the results support those business
models.

Expected Impact

Projects are expected to have a high impact on citizens, industry, businesses or public
servicesln particular:

1 Increased prospects for future digital industrial platforms by validation of technological
choices, sustainability and reproducibility, of architecture models, standards, and
interoperability, as well as of verification of néunctional claracteristics such as
security and privacy.

1 Strengthened links with other, bottemp programmes and initiatives, supported by
regional, national and European policies and funds.

71 Increased number of services and applications operated by European companies,
especially small businesses and entrepreneurs.

1 Significant and measureable contribution to standards en@reative activities.

1 Increased number of platforms, applications, business processes and innovative business
models validated via larggcale piloing.

1 Emergence of sustainable ecosystems around digital platforms.

Proposals should describe how the proposed work will contribute to the impact criteria above,
in addition to the expected impacts under the specific topic addressed, and provide KPIs, the
baseline and targets to measure impact.

Proposals are invited against the following topic(s):

293 In line with Article 23 (7) of the Rules for Participation the amounts referred to in Article 137 of the
Financial Regulation may be exceeded when this is necessary to achieve the objectives of the action.
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DT-TDS-01-2019: Smart and healthy living at home

Specific ChallengeCitizens in a rapidly ageing European population are at greater risk of
cognitive impairment,frailty and multiple chronic health conditions with considerable
negative consequences for their independence, quality of life and for the sustainability of
health and care systems. The challenge is to fostersaaie deployment of integrated digital
solutions which will bring improved quality of life to citizens while demonstrating significant
efficiency gains in health and care delivery across Europe.

Scope A mix of advanced ICT ranging from biophotonics to robotics, from artificial
intelligence tobig data and from loT to smart wearables can address these challenges. A
platform for smart living at home should integrate these technologies in an intelligent manner.

The pilots should build on open platforms, standardised ontologies, APIs and results fr
loT-based smart living environments, service robotics and smart wearable & portable systems
and clearly go beyond current state of the art in terms of scale, the capabilities for
personalisation, adaptation, and user acceptance.

Pilots in the selectedre@as should clearly cover the supply and demand sides. For further
expanding with other users, developers of additional applications, replication of the pilot
through new sites, and complementary assessment of the acceptability of the use cases where
appr@riate, the actions in this topic may involve financial support to third parties as outlined

in the chapeau 'Platforms and Pilots'.

A clear methodology and impact indicators for semi@nomic impact assessment from using
the platform should be included,here possible using the MAFEI® framework. The
number of users involved and duration of pilot services should be sufficient to ensure
significance in impact analysis, with a minimum of 4 pilot sites in 4 countries.

The proposed pilots should also demoristriasibility of integration with other relevant
application domains such as energy, transport, or smart cities, including interoperability,
along with data security and integrity, and models for data sharing and valorisation are to be
developed in ordeto create incentives for data aggregation across different platforms and
application areas. Regulatory aspects and legal aspects of data ownership should be
addressed. Relevant ethics and gender issues should be taken into account.

Proposals should addremse of the two following areas:

1. Intelligent and personalised digital solutions for sustaining and extending healthy and
independent living
The objective is to develop and deploy innovative and-leskdigital solutions capable
of supporting and extendj healthy and independent living for older individuals who are
facing permanently or temporarily reduced functionality and capabilities.
Innovative ways for ensuring us&rendly and accessible interface design and new
intuitive ways of citizen interacin and trust creation are needed. Special emphasis

294 Seewww.mafeip.eu
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should be given to viable concepts that ensure security and privacy by design, data
protection, safety, security and trust in the resulting system and service delivery inside
and outside the home.

2. Personased early risk detection and intervention
The objective is to develop and deploy innovative and-kesksolutions building on big
data for personalised risk detection, advanced health monitoring and early interventions
for people facing increased healtdnd social risks. Proposals should design and
demonstrate innovative personalised treatments and therapies based on early detection
and risk avoidance. Because of the personal and sensitive nature of health data, special
attention needs to be paid to trystivacy and data protection.

For this topic, the four activities and impact criteria described in the chapeau 'Platforms and
Pilots' have to be applied. Pilot projects are expected to contribute to the consolidation and
coherence work that will be impteented by the CSA supporting the activities defined under
"DT-ICT-13-2019: Digital Platforms/Pilots Horizontal Activities". This requires that they
contribute to clustering their results of horizontal nature (interoperability approach, standards,
security and privacy approaches, business validation and sustainability, methodologies,
metrics, etc.).

The Commission considers that proposals requesting a contribution from the EU between 15
and 20 EUR million for Innovation Actions would allow the areas to bdremded
appropriately. Nonetheless, this does not preclude submission and selection of proposals
requesting other amounts. At least one proposal should be funded for each of the above
mentioned areas

Expected Impact

1 Emergence of Europeded platform forsmart and healthy and independent living at
home;

1 Increased competitiveness of the European ICT industry in the domain, through
enhanced interoperability, best practices for viable business and financing models and
scalable markets;

1 Demonstrate links @hbuild synergies with Member States' and regional initiatives in
this area;

1 Improved and evideneeased efficiency of health and care systems with demonstrated
addedvalue of underlying technologies;

1 Improved quality of life and health status for invedv users and carers, with
demonstrated addedlue of underlying technologies;

1 User accepted, validated innovative solutions addressing accessibility, privacy, security,
vulnerability, liability, and trust in connected data spaces.
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Type of Action Innovation action

The conditions related to this topic are provided at the end of this call and in the General
Annexes.

Proposals are invited against the following topic(s):
DT-TDS-04-2020: Al for Genomics and Personalised Medicine

Specific ChallengeSeveal national and regional initiatives already support the pooling of
genomic and other health data to advance research and personalised medicine. The next step
is to make use of the existing infrastructures and initiatives for the successful exploitation o
genomic data to facilitate personalised medicine.

The challenge is to demonstrate the potential and benefits of Al technologies for identifying
new knowledge, support clinical research and decision making by linking Europe's relevant
genomic repositore while ensuring full compliance with data protection legislation and
ethical principles.

Scope Proposals should demonstrate the potential and benefits of Al technologies for
advancing research and personalised medicine through the linking of relemantigs data

and repositories, according to adequate organisational, regulatory, security, ethical and
technical requirements.

Proposals should develop and test Al solutions for linking genomics repositories across the
EU, including banks of -bmics" and kalth related data, biobanks and other registries
(including e.g. rare disease registries), with the view of supporting clinical research and
decision making. By combining sequenced genomic data and other medical data, physicians
and researchers can undangl better diseases at a personal level and can determine the most
appropriate treatment for a particular person. The focus should be to reduce the burden of
diseases for which a treatment exists and to apply such treatments in a more targeted way, to
identify new evidences on the predictive value of the Al solutions and to enhance the
diagnostic capacity e.g. for rare or low prevalence and complex diseases.

Proposals should demonstrate a potential to build a-kugie distributed repository of
relevant genomic data and otheomics and medical data that will enable to advance
validation of the new clinically impactful insights supported trough Al solutions. Proposals
should ensure compliance with the relevant privacy, cybersecurity, ethical and legabex

and gender aspects should be considered appropriately. The European Open Science Cloud
Initiative (EOSC) may facilitate the access of researchers to the newest data managing
technologies, High Performance Computing facilities to process and auaisand to a
European Open Science Cloud list of ICT services while ensuring the appropriate data safety
and protection. Proposals should address technical specifications and standards for the secure
access and exchange of crbssder genomic and othérealth data, and collaborate with
actions selected under the topic SIECC-06-2020 as relevant for achieving progress towards

the expected impacts.
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