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What is Horizon 2020

Biggest EU R&I programme ever

A single programme

About €80 billion

Available funding from 2014 to 2020
Simplified access

More opportunities for SMEs
Coupling research to innovation

Focus on societal challenges




Horizon 2020 supports the
Commission priorities

The 3 O's
Open Innovation,
Open Science,

Open to the Worlid

Carlos Moedas,
Commissioner for
Research, Science and Innovation
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Research and innovation is a growing priority for EU

11

Annual budget (in billion €)

FP1(1984- FP2(1987- FP3(1991- FP4(1994- FP5(1998- FP6(2002- FP7 (2007- Horizon 2020
1987) 1991) 1994) 1998) 2002) 2006) 2013) (2014-2020)




Horizon 2020:
Three pillars

Excellent
science

Industrial
leadership

Societal
challenges

* SC1 Health (€7.4b)
* SC2 Food &

bioeconomy

* SC3 Energy

* SC4 Transport

* SC5 Environment

* SC6 EU in the world
* SC7 Security
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Collaborative research in the SC1?

Proposals selected via competitive, peer-review process
Funding rate: 100% in most cases

Eligibility: Minimum 3 partners from EU or associated countries
Time to contract: 8 months (from call deadline to contract)

Annually ~100 new projects funded




Participations per organisation type
under SC1

Other Patient

Industry 4%
0

Other Public 7%

Org.
9%

Organisation
0%




o1 Call
e 60 Topics
incl.34 PHC
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o1 Call
¢ 49 Topics
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Calls and proposals under SC1

Greater emphasis on impact, through 'Expected impact
statements’
» Applicants asked to explain how work will bring about described impacts

Proposals may bring together different disciplines, sectors and

actors to tackle specific challenges
* e.g. scientists, industry, SMEs, societal partners, end-users...

More emphasis on innovation
« Emphasis on activities operating close to end-users and the market, e.qg.
demonstration, piloting or proof-of-concept
* Include support to social innovation, and support to demand-side
approaches (standardisation, innovation procurement, user-centred
measures ...) to help accelerate the deployment and diffusion of innovative
products and services into market
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SC1 Work Programme 2016-17 in brief

Call 'Personalised Medicine'
21 topics: 11 in 2017

. Understanding health, well-being and disease

. Preventing disease

. Treating and managing diseases

. Active ageing and self-management of health € 935
. Methods and data )

. Health care provision and integrated care Million

OUhL,WNER

Also includes
'‘coordination activities' 15 topics: 3 in 2017
'SME Instrument' 2 topics: continuously open
'InnovFin Infectious Diseases'’
'Horizon Prize - Birth Day’
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HORIZON 2020 - Work Programme 2016 - 2017
Health, demographic change and well-being

¢ New or optimised therapeuntic strategies. adapted where relevant to the different needs of
men, women, children and the elderly. with the highest potential to generate advances in
clinical practice and care for chronic non-comumunicable or chronic infections diseases.

o Improve the therapentic outcome of major chronic health 1ssues with significant impact
on disease burden of individual patients and health care systems.

Twpe of Action: Research and Innovation action

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

SC1-PM-10-2017: Comparing the effectiveness of existing healthcare interventions in
the adult population

Specific Challenge: Effective health care and prevention may be improved by additional
evidence as to the most effective health interventions. Growing numbers of patients affected
by chronic diseases also call for efficiently managing co-morbidities.

Scope: Proposals should compare the use of currently available preventative or therapeutic
(pharmacological as well as non-pharmacological) healthcare interventions in adults"®. While
there is no restriction on the diseases or interventions to be the focus of proposals, preference
will be given to proposals focusing on interventions with high public health relevance and
socio-economic impact, i.e. interventions addressing conditions that are particularly frequent,
may lead to co-morbidities, have a high negative impact on the quality of life of the individual
and/or are associated with significant costs or where savings can be achieved. A cost
effectiveness analysis must be included. Given the focus on existing interventions, proposals
will aim to contribute to improve interventions, take decisions about the discontinuation of
interventions that are less effective or less cost-effective than others. and make
recommendations on the most effective and cost-effective approaches. A comprehensive array
of clinical and safety parameters, as well as health and socio-economic ontcomes (e.g. quality
of life, patient mortality, morbidity, costs, and performance of the health systems) for chosen
populations should be assessed. Agreed core cutcome sets (COS) should be used as endpoints
in conditions where they already exist, in other cases efforts should be made to agree on such
COS. Randomised controlled trials. pragmatic trials. observational studies. large scale
databases and meta-analyses may be considered for this topic. Where relevant the study
population should address gender as well as socio-economic differentials in health and/or any
other factors that affect health equity.

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 propesals requesting other
amounts.

Sereening and ! or the invelvemeant of elderly pepulations are not excluded.

Part § - Page 21 of 84

HORIZON 2020 - Work Programme 2016 - 2017
Health, demographic change and swell-being

Expected Impact: This topic is to provide the required evidence base for:
» more effective and safer interventions at individual and population level;
¢ enhanced compliance with healthcare interventions in the adult population;
¢ the vse of health technology assessment methedology in this target group.
In particular:

¢ Improvement of individual patient cutcomes and health outcome predictability through
tailoring of interventions.

¢ Improvement of gnideline development for prevention or treatment of diseases and the
management of comorbidities.

¢ Provision of more accurate information to patients. caregivers and prescribers.
Type of Action: Research and Innovation action

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

SC1-PM-11-2016-2017: Clinical research on regenerative medicine

Specific Challenge: Translating basic knowledge on regenerative medicine into the clinic is
often delayed by the difficulty of undertaking "first in man" studies and camrying out the
specific research needed for proving safety and efficacy of new treatments as well as
reproducibility of their therapeutic effect. Moreover, financing for these steps in the new
therapeutic field of regenerative medicine is particularly scarce. due to lack of established
business and regulatory models. The challenge is to overcome these hurdles to in-patient
research and to determine the potential of new regenerative therapies.

Scope: Proposals should target regenerative medicine therapies which are ready for clinical
(in-patient) research and should focus on one specific clinical phase of work. Any stage of
clinical work (e.g., first in man, late stage trial, observational study) may be proposed though
later stages are preferred; clinical work should represent the core of the proposal. To justify
the clinical work proposed, phase I proposals must present appropriate preclinical and
toxicology data. and later phase proposals must present appropriate preliminary results.

Proposals shouwld include avthorization to conduct clinical trials and ethical approvals or
provide evidence of regulatory engagement and that such approval is close. Preference will be
given to proposals which are closest to having approvals in place for clinical werk to start.
Since the objective is to test new regenerative therapies, proposals may address any disease or
condition but a justification for the cheoice must be provided. Proposers should also justify
why the therapy proposed is regenerative and how it represents a new approach compared to
any existing treatment. Sex and gender differences should be investigated, where relevant. To
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How to apply to a topic?
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How to create a consortium?

At least three legal entities. Each of the
three must be established in a different EU
Member State or Horizon 2020 associated
country.

All three legal entities must be independent
of each other.




Countries eligible for funding
EU Member States

Associated countries (15 countries)
'Developing countries' (more than 130 countries)

The US are entitled for funding in SC1

X X X X X

Industrialised countries and emerging economies are not

automatically funded

Some countries (China, Japan, Republic of Korea, Mexico, Russia,
Switzerland, Taiwan) have put in place a co-funding mechanism to
support their participants

http://ec.europa.eu/research/participants/docs/h2020-funding-
guide/cross-cutting-issues/international-cooperation_en.htm
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m Research & Inncwa!iup - F_'arﬁt:'pant Paortal
Proposal Submission Forms

Section Title Action

1 General information

%]

Participants & contacts

3 Budget

4 Ethics

The administrative forms must be filled in for each propesal using the templates available in the submission system. Some
data fields in the administrative forms are pre-filled based on the previous steps in the submission wizard.

HZ2020-CP-1A-2015.pdf Ver1.00 20151005 Page 1 of 12 Last saved OQV10v2015 11:15:34




Clinical studies under Horizon 2020

A Clinical study’ is ... any clinical research involving

a substantial amount of work related to the

observation of, data collection from, or diagnostic

or therapeutic intervention on multiple or individual

patients/subjects. It includes but is not limited to

clinical trials in the sense of the EU Clinical Trials
Directive (2001/20/EC).
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Template for clinical studies in SC1

Providing structured information to experts for evaluation

Giving applicants the chance to provide detailed information

about clinical studies without page limitations
The template is not an eligibility criteria.

Available under 'call documents' and in submission system

http://ec.europa.eu/research/participants/portal/doc/call/h2020/h2020-
phc-2015-single-stage_rtd/1632634-
essential_information_for_clinical_studies_2015callsv3_01122014_en.pdf




Cross-cutting issues integrated
in the Work Programme

Social Sciences and Humanities (SSH) should be integrated
across all Horizon 2020 activities/projects (e.g. economics,
statistics, psychology, anthropology and behavioural

science)

Gender dimension in the content of R&I - question on the
relevance of sex/gender analysis is included in proposal

templates
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SSH inclusion - Example

SC1-PM-07-2017: Promoting mental health and well-being in the young

Scope: Proposals should develop population-oriented primary prevention' interventions to

interventions should build on but may go beyond existing state-of-the art knowledge on
biological. psychological and social determinants of mental well-being such as societal,
cultural, work life, lifestyle, epidemiological, economic and environmental perspectives. The

considered. The interventions should use a holistic approach, taking gender and health
inequality aspects into account, in increasing resilience and empowering the young. The
interventions to be developed should reflect the diversity of the different countries and regions
in Europe and beyond. The research should pay particular attention to ethical issues. The

Expected Impact: Short or medium term impact, likely during the lifetime of the project:

¢ Improved mental well-being in the targeted group of young people.

¢ The innovative interventions will create a strong evidence base for mental well-being

promotion programmes in Europe. contributing to greater health equity and improved
societal benefits.

Longer term impact, likely beyond the lifetime of the project:

e Improved mental well-being in youth should contribute to reducing school and
college/university dropout in the short term. strengthening personal confidence and
cognitive function, improving educational efforts and enhancing employability.
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Gender inclusion - Example

SC1-PM-10-2017: Comparing the effectiveness of existing healthcare interventions in
the adult population

Scope: Proposals should compare the use of currently available preventative or therapeutic
(pharmacological as well as non-pharmacological) healthcare interventions in adults’®. While

databases and meta-analyses may be considered for this topic. Where relevant the study
population should address gender as well as socio-economic differentials in health and/or any
other factors that affect health equity.

SC1-PM-09-2016: New therapies for chronic diseases

Scope: Proposals should focus on clinical trial(s). supporting proof of concept of clinical
safety and efficacy in humans'® of novel therapies (pharmacological as well as non-
pharmacological) or the optimisation of available therapies (e.g. repurposing) for chronic non-
communicable or chronic infectious diseases. Preclinical research should be completed before
| Pihe o B D ond B { foacibial rotifid 1
available publications or provided preliminary results. Gender and age must be considered
whenever relevant. Due consideration should also be paid to involve patients and take their
the scope of this topic'”'%.

Expected Impact:

e New or optimised therapeutic strategies. adapted where relevant to the different needs of
men, women, children and the elderly. with the highest potential to generate advances in
clinical practice and care for chronic non-communicable or chronic infectious diseases.
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Deadline Model

Single stage procedure

t, Final date for submission t, + 8 months
Submission of a 70 pages proposal Signing of the grant agreement

e e o

t, + 5 months
Outcomes of the evaluation

Two stage procedure

t, Final date for submission t, Final date for submission t, + 8 months
for the first stage for the second stage Signing of the grant agreement

Submission of a 10 pages proposal Submission of a 70 pages proposal >

t, + 3 months t, + 5 months
Outcomes of the evaluation Outcomes of the evaluation




Deadline Model

e 2016: single stage procedure only

e 2017: mostly single stage procedure and 4 topics
on two stage procedure
v SC1-PM-02-2017
v SC1-PM-07-2017
v SC1-PM-08-2017
v SC1-PM-10-2017




Evaluation process

— .

Receipt of Finalisation

proposals

... performed by independent experts working in
confidentiality and free of conflicts of interest.
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News

The 3rd Health Programme and
the Consumer Programme,
managed by the Consumer,
Health and Food Executive
Agency (CHAFEA), and the
Research Fund for Coal and
Steel (RFCS) are now using the
European Commission's experts
database to select experts for
assignments including the
evaluation of proposals and
monitoring of projects. If you
are already registered as an
expert and wish to also indicate
your interest in these
programmes, please update
your profile by ticking "RFCS
(Research Fund for Coal and
Steel)" and/or " Third Health
Programme {managed by
Chafea)" ('Programme Selection
section). New experts
registering can indicate their

interest in working for any of
the programmes listed in the
'Programme Selection' section.
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Join the database of independent experts

RESEARCH & INNOVATION

Participant Portal

European Commission > Research & Innovation> Participant Portal> Experts

HOW TO PARTICIPATE

New experts

Who can be an expert?

EXPERTS

for European R&I

({A-Z) Sitemap About this site Contact Legal Notice Search | English ~

Experts

wcnre Y

SUPPORT ~ 5

H2020 ONLINE MANUAL

Join the database of independent experts for European research and innovation.

The European Commission appoints independent experts to assist with research and

innovation assignments including the evaluation of proposals, monitoring of projects,

and evaluation of programmes, and design of policy.

You have a chance of being selected as an expert if

you:

have high-level of expertise in the relevant field

research and innovation (see call for de es of

expertise).

® can be available for occasional, short-te

What do expert assignments involve?

Experts, as peer reviewers, assist in the:

+ evaluation of proposals

* monitoring of actions

In addition, experts assist in the :

= preparation, implementation or evaluation of
programmes and design of policies. This includes the

Horizon 2020 Advisory Groups.

Assignments mainly concern research and innovation,
falling within the Horizon 2020 programme designed to
address the challenges Europe is facing through funding
excellent science, technology and innovation.

Take a look at the most recently funded projects.

Business innovation coaches support SMEs funded via
the SME instrument. An expression of interest for experts
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Evaluation criteria

~

Clarity and pertinence of the objectives

Soundness of the concept, and credibility of the proposed methodology

Extent that proposed work is beyond the state of the art, and demonstrates innovation potential
(e.g. ground-breaking objectives, novel concepts and approaches, new products, services or
business and organisational models)

Appropriate consideration of interdisciplinary approaches and , where relevant, use of stakeholder

knowledge.
J
)

The expected impacts listed in the work programme under the relevant topic

Any substantial impacts not mentioned in the WP, that would enhance innovation capacity; create
new market opportunities, strengthen competitiveness and growth of companies, address issues
related to climate change or the environment, or bring other important benefits for society

Quality of proposed measures to exploit and disseminate project results (including IPR, manage
data research where relevant);communicate the project activities to different target audiences (n/a
SME Phase 1)

o

Quality and effectiveness of the work plan, including extent to which resources assigned in work
packages are in line with objectives/deliverables

Appropriateness of management structures and procedures, including risk and innovation
management

Complementarity of the participants which the consortium as a whole brings together expertise
Appropriateness of allocation of tasks, ensuring that al participants have a valid role and adequate
resources in the project to fulfill that role
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Interpretation of the scores

The proposal fails to address the criterion or cannot be assessed due to
missing or incomplete information.

Poor. The criterion is inadequately addressed, or there are serious inherent
weaknesses.

Fair. The proposal broadly addresses the criterion, but there are significant
weaknesses.

Good. The proposal addresses the criterion well, but a number of
shortcomings are present.

Very Good. The proposal addresses the criterion very well, but a small
number of shortcomings are present.

Excellent. The proposal successfully addresses all relevant aspects of the
criterion. Any shortcomings are minor.
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Horizon 2020

‘Work Programme 2016 - 2017

8. Health, demographic change and well-being

TImportant notice on the second Horizon 2020 Work Programme

This Work Programme covers 2016 and 2017, The parts of the Work Programme that
relate to 2017 are provided at this stage on an indicative basis, Such Work Programme
parts will be decided during 2016,

European

Commission
I

2. Research topics

dérstanding diseases: syste
Specific _challenge: development of n

improved o mnding of the often very cor
(bio) medicine approaches have the potential to

1

of a varicty of biological and medical research d.
collaborative approach is required to assemble th
biology. medicine, mathematics, computational

medicine approaches.

Scope: osals should focus on new avenues
Tpes in multifactorial discases and/or
development/optimisation and/or application of s
of biomedical and clinical data to produce or refi’
computational and mathematical approaches. Tk
validated in well-phenotyped patient cohorts tak

potential thoroughly investigated.

The Commission considers that proposals reques
EUE 4 and & million would allow this speci
MNonetheless, this docs not preclude submission|
amounts.

xpected impact™This will provide:
existing investments in Eug
» New directions for better disease detecti
+ Systermns medicine tools and approachest
which represent an improvement over g

Type of action: Regearch and Innovation actior

Let's summarise

3. Project Proposals




Let's summarise

4. Submission 5. Peer review evaluations 6. Only the very best

ends at call of project proposals projects are funded!
deadline
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Piloted by the Health Directorate in 2012/13 * ~“€500,,,
Single company support possible

Target group: Innovative SMEs

Only EU SMEs allowed to apply for funding

Competitive, market-oriented, EU dimension

Several cut-off dates i.e. submission deadlines per year




Phase 1

Concept &

Feasibility
Assessment

Feasibility of concept
Risk assessment

IP regime

Partner search
Design study
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SME Instrument

Phase 2

Innovation
R&D activities

Development, prototype,
testing

¢ Miniaturisation/design

Clinical trials
Etc.

Phase 3

Commercialization

¢ Facilitate access to private
finance

e Supportvia
networking, training,
knowledge sharing,
dissemination

Lump sum:
~ 50.000 €
~ 6 months

EU funding:
1 to 5 million EUR

12 to 36 months

No
direct
funding




SME Instrument in
SC1 Work Programme 2016 -2017

2 topics continuously open in 2016 & 2017:

SMEInst-05-2016-2017: Supporting innovative SMEs in the
healthcare biotechnology sector

SMEInst-06-2016-2017: Accelerating market introduction of
ICT solutions for Health, Well-Being and Ageing Well
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Stay connected

Horizon 2020 Societal Challenge 1 ey
. RESEARCH & INNOVATION
we b Si te o Participant Portal

ission > Research & Innovation > Participant Portal > Home

Participant portal: All H2020 calls 22\ Horizon 2020 Funding
and topics ‘

Starting from 1/1/2014

On this site you can find and secure funding for projects under the following EU programmes:

* 2014-2020 Horizon 2020 - research and innovation framework programme
* 2007-2013 7th research framework programme (FP7) and Competitiveness & Innovation Programme (CIP)
* Research Fund for Coal & Steel, COSME, 3rd Health Programme, Consumer Programme, Justice Programme

® New since January 2016: Promotion of Agricultural Products Programme

S e a rC h to p i CS by keyW O rd S - u—5e Non-registered users Registered users
th e searc h en q | ne Of t h e o search for funding « submit your proposal

* read the H2020 Online Manual & download the « sign the grant

legal documents * manage your project throughout its lifecycle

Participant Portal e

» contact our support services or check our FAQs
> L3
i - l
Q) - >

% 2 - .
&
WHAT'S NEW FUNDING HOWTO WORK AS AN MY PERSONAL
EXPERT AREA AN

ORM
OPPORTUNITIES PARTICIPATE ) SUF

Find partners: register to_Fit for
Health

Support & advice about Horizon
2020: NCPs

Find EU-funded project: Cordis
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