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Structure of Horizon 2020 for Health 2.0
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Stronger focus on end users

Clinical trials www.fitforhealth.eu
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HORIZON 2020: from programme....

.to the project!

valid for 7 years
every 2 years

every 2 years, update year 2

every year, fixed deadlines

single stage (or two stage; only in

2017)
m fitforhealth.eu

Project idea

© Fit for Health
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Orientation — Where to start? for Health 2.0

Important:

® Please check carefully in the participant portal: several calls
are published at the same time!

® As soon as the calls are published you can register a project
for your specific topic and download the Proposal Templates

www.fitforhealth.eu

© Fit for Health 2.0
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PARTICIPANT PORTAL: ONE-STOP SHOP !:it a
or Health 2.0
http://ec.europa.eu/research/participants/portal

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

':,.*:' RESEARCH & INNOVATION
P Participant Portal

Commission
European Commission > Research & Innovation > Participant Portal > Home

HOME FUNDING OPPORTUNITIES HOW TO PARTICIPATE EXPERTS SUPPORT ~

Horizon 2020 Funding

Starting from 1/1/2014

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

e 2014-2020 Horizon 2020 - research and innovation framework programme

e 2007-2013 7th research framework programme (FP7) and Competitiveness & Innovation Programme (CIP)

Non-registered users Registered users

e search for funding e submit your proposal

* read the funding guide & download the legal
documents

= sign the grant

= manage your project throughout its lifecycle
check if an organisation is already registered

contact our support services or check our FAQs

q‘} f/‘

A

o
, . , A
WHAT'S NEW? FUNDING HOWTO WORK AS AN MY PERSONAL INFORMATION
OPPORTUNITIES PARTICIPATE EXPERT AREA AND SUPPORT
RESEARCH ON EUROPA CORDIS OLAF

eu

® European Communities
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Searching topics in the Participant Portal for Health 2.0

Find relevant topics
using the keyword search...

European
Commission

Participant P
European Commission > Research & Innowvation = Participaiw roiar - .

HOME FUNDING OPPORTUNITIES HOW TO PARTICIPATE EXPERTS SUPPORT |

JPublication Date

R Keyword Search: Find a topic SEARCH
Horizon 2020 0 | Find a top |
Calls B e Results  If you don't find your topic, you can also use thf free text search.
Search Topics @ Open @Tite
= ©cCall 1d
Call Updates B Status @ Closed Sort by

@ Forthcoming

C)Deadline Date

FP7 & CIP Programmes

B B In addition, see all the open calls of Marie Sklodowska-Curie actions (MSCA)
8 Council (ERC) grants for individual researchers of any nationality and research t
grants include opportunities for companies and SMEs. The MCSA and ERC grants
specific topics.

d European Research
ms. The MSCA
e not restricted to

Call Updates

cosme ...or the Europa free text search

Other Funding Opportunities ) ) ) . o [
Quick finder for topics linked to H2020 cross-cutting priorities:

Cross-cutting Key-Enabling Technologies (KETs)
ERA-NET

International cooperation
SME Instrument
Gender

. . . Socig-economic sciences and humanities
Contractual Public-Private Partnerships (cPPPs)

RESEARCH ON EUROPA CORDIS OLAF

& Eurapean Communities

www.fitforhealth.eu
© Fit for Health 2.0
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Topic example (former call — topic now closed!) for Health 2.0

PERSONALISING HEALTH AND CARE (PHC)

PHC 3 - 2015: Understanding common mechanisms of diseases and their relevance in co-
morbidities

Qéecific challen§e>The development of new treatments will rely heavily on an improved
understanding of the pathophysiology of diseases. There is therefore a need to address the current
knowledge gaps in disease aetiology in order to support innovation in the development of evidence-

based treatments. In this context, a better understanding of the mechanisms that are common to
several diseases, in particular of those leading to co-morbidities, constitutes an important challenge.

oposals should focus on the integration of pre-clinical and clinical studies for the

identification of mechanisms common to several diseases. Proposals should assess and validate the
relevance of these common mechanisms and of their biomarkers (where relevant) on the
development of disease-specific pathophysiology, as well as their role in the development of co-
morbidities in both males and females.

&&Cﬂnﬂ%}; considers that proposals requesting a contribution from the EU of bet
nd 6 millio uld allow this specific challenge to be addressed appropriately. Nonetheless, this
does not preclude submission and selection of proposals requesting other amounts.

ected im@This will provide:

er understanding of disease pathways and / or mechanisms common to a number of diseases
tions for clinical research for better disease prevention, health promotion, therapy

d the management of co-morbidities

rch and Innovation actions www.fitforhealth.eu
© Fit for Health 2.0
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6 Areas => for specific topics see call text!
1.1. Understanding health, well-being and disease
1.2. Preventing disease
1.3. Treating and managing disease
1.4. Active ageing and self-management of health
1.5. Methods and data
1.6. Health care provision and integrated care

Deadlines:

Single Stage: 31st Jan, 14th March, 11th April 2017

Two Stage: 4th Oct 2016 (1st stage) and 11th April 2017 (2nd
ge), only for 4 topics!

check for your topic!)

www.fitforhealth.eu
© Fit for Health 2.0
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Project Cycle

Project Preparation

Call € Project preparation/ Submission/ Negotiations
project idea Proposal writing Evaluation & « Grant

Agreement »

Project Implementation and Monitoring

Implementati
Project start on/ project » Reporting/ | End of | Dissemination/
management Controlling project Exploitation
after end of

project

www.fitforhealth.eu
© Fit for Health 2.0
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Evaluation criteria for Health 2.0

Quality and efficiency
Excellence of the

implementation

i —

Detailed aspects of evaluation depend on the type of action

www.fitforhealth.eu

© Fit for Health 2.0
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Evaluation process

* Pre-Phase: experts register in database, EC puts together
experts/evaluator teams, experts get briefed by EC on topics and
evaluation procedure

" Phase 1 — Individual remote evaluation

= Phase 2 — Consensus group & 6 +
&

www.fitforhealth.eu

= Phase 3 — Panel review i

© Fit for Health 2.0
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Proposal writing for Health 2.0

Proposal contains at least 2 parts — more in Health!

‘ “Part A”: administrative information — only online forms!

...including abstract!

‘ “Part B”: technical information - upload pdf in a
predetermined structure

‘ Template for essential information to be provided for
proposals including clinical trials / studies / investigations

Optional supporting documents on Ethics

www.fitforhealth.eu
© Fit for Health 2.0
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Template Structure — for Health 2.0
Research and Innovation Action

1. Excellence
1.1 Objectives
1.2 Relation to the work programme
1.3 Concept and methodology
1.4 Ambition
2. Impact
2.1 Expected impacts P
2.2 Measures to maximise impact - age
Dissemination and exploitation of results s e
Communication activities limit!
3. Implementation
3.1 Work plan - Work packages, deliverables
3.2 Management structure, milestones and procedures
3.3 Consortium as a whole
3.4 Resources to be committed
4. Members of the consortium —
4.1. Participants (applicants)
4.2. Third parties involved in the project (including use of third party
resources)
Ethics and Security

www.fitforhealth.eu
© Fit for Health 2.0
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“BIG PROJECT PICTURE” — One Pager

= Planned Title of the project:

= Objectives/Aim of the project:

= Project background:

= Expected results and lead users of these results:

= How do you want to achieve these objectives? Work
phases of the project:

= Which partner expertise is necessary to achieve these
objectives? Consortium in brief:

= Planned duration of the project:
Expected budget:

www.fitforhealth.eu
© Fit for Health 2.0
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From the proposal template...

1. Excellence

“Your proposal must address a work programme topic for this call
for proposals.”

www.fitforhealth.eu

© Fit for Health 2.0
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1. Excellence

1.1 Objectives
1.2 Relation to the work programme

1.3 Concept and methodology
1.4 Ambition

www.fitforhealth.eu

© Fit for Health 2.0
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1.1 Objectives

Describe the specific objectives for the project,
which should be clear, measurable, realistic and
achievable within the duration of the project.

Objectives should be consistent with the expected
exploitation and impact of the project
(see section 2).

www.fitforhealth.eu
© Fit for Health 2.0
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Objectives # activities!

= The right question:
* What do | plan to achieve?

= The wrong question:
* What am | going to do?

www.fitforhealth.eu

© Fit for Health 2.0
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Line of reasoning

Problem

State of the art

Innovation!

Objectives

Work Packages

L Deliverables
www.fitforhealth.eu
© Fit for Health 2.0
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Objectivesare SM ART

s specific, concrete

* What exactly are you going to achieve?
* |s the objective written in a clear and comprehensible way?

M measurable

* How can you tell if the objective is reached?

* Are there clear indicators or parameters to measure the
objective?

* How many, how large, how fast?

www.fitforhealth.eu

© Fit for Health 2.0
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Objectivesare SMART

A acceptable

*  Will the stakeholders be happy with the results?

* Do the objectives provide an acceptable solution to the
problem?

R realistic

* |s the objective achievable, given the time and resources
committed?

* Is the objecitve a challenge or an excessive demand?

T timely?
* When will the objectives be achieved?

www.fitforhealth.eu
© Fit for Health 2.0
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Obesity causc®sdgath in millions g@¥@Topeans. The
objective of this resc€al o##cCt IS to study the role
of nutritional signzke®alsing%ag food habits as a

starting pQyge#POT a possible new therem

The objective is to develop a new therapy for
obesity based on bioactive compounds.

www.fitforhealth.eu
© Fit for Health 2.0
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Examples - Objectives

= Addressing of 5000 different SMEs in the area of Health
research in Europe

= Qrganisation of 4 trans-regional partnering days, 1

international brokerage event and 2 virtual match-making
events

* |dentification and dealing with 220 partner searches
= Establishment of a “Helpdesk”

www.fitforhealth.eu

© Fit for Health 2.0
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Keep it short, firm and powerful!

» Overall aim

» Specific objectives listed with bullet points

» Short introductory paragraph answering 5 KEY QUESTIONS
» Why bother? Which problem are you trying to solve?

» s it a European priority or could it be solved at national
level?

» |s the solution already available?
» Why now? What would happen if we
» Why you? Are you the be

Is work?

www.fitforhealth.eu
© Fit for Health 2.0
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1.2 Relation to the work programme

Indicate the work programme topic to which your
proposal relates, and explain how your proposal
addresses the specific challenge and scope of that
topic, as set out in the work programme.

www.fitforhealth.eu

© Fit for Health 2.0
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Keep it simple...

Make a table of all relevant elements of the topic text and the way
you deal with them in the project.

The scope of call PHC-11 is: Our project (Acronym) will provide

o

www.fitforhealth.eu

© Fit for Health 2.0
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1.3 Concept and methodology for Health 2.0

(a) Concept

= Describe and explain the overall concept
underpinning the project. Describe the main
ideas, models or assumptions involved.
|dentify any inter-disciplinary considerations;
where relevant, use of stakeholder knowledge

= Describe the positioning of the project e.g.
where it is situated in the spectrum from ‘idea
to application’, or from ‘lab to market’. Refer to
Technology Readiness Levels where relevant.

www.fitforhealth.eu
© Fit for Health 2.0
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Concept and methodology...

= The right question:
* How am | going to reach my goals?

= The wrong question:
* What exactly am | going to do when?

www.fitforhealth.eu

© Fit for Health 2.0
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1.3 Concept and methodology - TIPS

Concept

" the concept should be based on a certain model/
hypothesis/assumption that should be clearly stated
and elaborated....(best if the hypothesis is based on
findings of consortium members!)

= ..some facts/figures/numbers to the current situation

= this section is still quite general, not too much
methodological detail with regards to th

www.fitforhealth.eu
© Fit for Health 2.0
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NEW: TECHNOLOGY READINESS for Health 2.0
LEVELS

TRL 1 - basic principles observed
TRL 2 — technology concept formulated
TRL 3 — experimental proof of concept

TRL 4 — technology validated in lab

TRL 5 — technology validated in relevant environment

TRL 6 — technology demonstrated in relevant
environment

TRL 7 — system prototype demonstration in operational
Experimental environment
Proof of

TRL 8 — system complete and qualified
Concept

2
Technology
Formulation

TRL 9 — actual system proven in operational environment

www.fitforhealth.eu
© Fit for Health 2.0
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Technological Readiness Levels

When relevant it can be very illustrative to make a
table of key elements of the project and the TRLs
before and after the work

Boment  lBeore | ter___

Handheld Ultrasound technology TRL3 TRL8
Hyperspectral Imaging TRL3 TRL5
Acoustic Imaging TRL2 TRL5

www.fitforhealth.eu
© Fit for Health 2.0
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1.3 Concept and methodology
(a) Concept

= Describe any national or international
research and innovation activities linked to the
project (esp. where outputs from these will
feed into the project)

www.fitforhealth.eu

© Fit for Health 2.0
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1.3 Concept and methodology - TIPS

Concept

= Simply show the evaluators how your project connects
to the rest of the world, and that you are aware of
ongoing projects in the same field

= Don’t overdo it, don’t write 7-10 pages full of
references or links

www.fitforhealth.eu

© Fit for Health 2.0
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1.3 Concept and methodology
(b) Methodology (previously approach)

= Describe and explain the overall methodology,
distinguishing, as appropriate, activities indicated in the
relevant section of the work program, e.g. for research,
demonstration, piloting, first market replication, etc;

= Sex and / or gender analysis

www.fitforhealth.eu
© Fit for Health 2.0
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1.3 Concept and methodology - TIPS

Methodology

= this is the chance to demonstrate the excellence of the
consortium... list all excellent/ ground breaking

technologies you will be applying ...and why you have
composed it this way

= also briefly describe all clinical trials refer to the Template
on clinical trials for all details !

* Changes in Template for CT!!

www.fitforhealth.eu
© Fit for Health 2.0
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Clinical Trials

Webinar on clinical

(it ol trials for Horizon 2020
projects

Clinical trials

in Horizon 2020 http://www.fitforhealth.eu/event-
created/webinar-clinical-trials-horizon-2020-
projects

http://www.fitforhealth.eu/sites/defa
iles/factsheet clinical trials for
www.fitforhealth.eu

© Fit for Health 2.0


http://www.fitforhealth.eu/sites/default/files/factsheet_clinical_trials_for_web.pdf
http://www.fitforhealth.eu/sites/default/files/factsheet_clinical_trials_for_web.pdf
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07.06.2016 IMPLEMENTATION

ROME .
Fit
for Health 2.0

1.3 Concept and methodology- TIPS

Where relevant, describe how sex and/or gender
analysis is taken into account in the project’s

content.

= NOT: how many women and men work in your
project

= BUT: Differences in your research area between

female and males, and how do you adress
these differences in your project design?

www.fitforhealth.eu
© Fit for Health 2.0
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\

”endered

tn7 ovations

http://ec.europa.eu/research/science-
society/document library/pdf 06/qgen
dered innovations.pdf

Innovation EUR 25848

www.fitforhealth.eu
© Fit for Health 2.0
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1.4 Ambition

Describe the advance your proposal would
provide beyond the state-of-the-art, and the
extent to which the proposed work is ambitious.

www.fitforhealth.eu

© Fit for Health 2.0
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1.4 Ambition - TIPS

=" Possible to break down into several subareas:
* What s the state of the art in this field?

* How does your project go beyond this state of the
art?

= Don’t write endless pages on the state of the
art — stay reader friendly! Focus on YOUR
project

= Stress the AMBITION of the project!

But: don’t be overambitious and unrealistic!

www.fitforhealth.eu
© Fit for Health 2.0
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1.4 Ambition

= Describe the innovation potential (e.g. ground-
breaking objectives, novel concepts &
approaches, new products, services or business
and organizational models) which the proposal
represents.

= Where relevant, refer to products and services
already available on the market. Please refer to
the results of any patent search carried out.

www.fitforhealth.eu
© Fit for Health 2.0
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1.4 Ambition - TIPS

* Where/What is your innovation? (sometimes
difficult ....overlaps with ambition in previous
subchapter...)

= Prove your “freedom to operate” and that you
know the market

= Are there existing similar patents in this field?
= Would this hinder your project freedom?
= Or do you own the patents yourself?

www.fitforhealth.eu
© Fit for Health 2.0
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Practical example

www.fitforhealth.eu

© Fit for Health 2.0
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Topic: New avenues for treatment and prevention of cancer

Challenge:

* Incidence rate of cancer is still raising

* early diagnosis is either too expensive, not applicable or not
existing

Scope:

* improvement of early diagnosis

* use of , big-data” approach

* focus on common cancer

* transdisciplinary approach

Expected Impact:

fast and easy diagnosis of cancer in early stages
act on health care systems

www.fitforhealth.eu
© Fit for Health 2.0
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Your Project: development of an early diagnosis program for skin cancer

1.1 Objectives

Overall objective:

Reduction of incidence of skin cancer in Europe

Specific Objectives:
* 3 new validated and easy to measure biomarkers for skin cancer

*  Draft program for early diagnosis of skin cancer which could be
applied all over Europe

www.fitforhealth.eu
© Fit for Health 2.0
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1.3 Concept und methodology - CONCEPT

* Skin cancer has risen dramatically over the last decade, yet an
affordable early diagnosis is lacking

* Recent findings indicate that early diagnosis is possible via biomarkers

* 1 biomarker may not be sufficient, but combining 3 markers will
enhance sensitivity and diagnostic value

* QOur consortium has therefore gathered expertises in the areas of x, vy, z
* and is outstanding with regards to ...

* Members of the consortium have access to ... (infrastructure) and are
also members in project A, B, C, and in the steering board of initiative
X and editorial board of (journal)

s skin cancer has a 20% higher incidence rate in women, we will take
into account ...

www.fitforhealth.eu
© Fit for Health 2.0
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1.3 Concept and methodology — METHODOLOGY (APPROACH)

* biomarker will be identified using —omics approach

* 3 biomarkers will be investigated and validated each on its own and
in combination within a clinical study

* Based on these findings, a new program for early diagnosis of skin
cancer will be developed, in collaboration with health care
providers and policy makers

Methodology used:

-omics, MRT, ..... (groundbreaking)

www.fitforhealth.eu
© Fit for Health 2.0
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1.4 Ambition

* A combination of 3 easy measurable biomarkers is new and
has never been applied so far (for skin cancer/ cancer/ etc.).

* The project results will provide the chance to diagnose skin
cancer in a very early stage and will therefore dramatically
improve the treatment of skin cancer

* The test kit combining 3 validated markers will be highly
innovative and has so far not been patented (we have
freedom to operate); opportunity for own patent application
(develop patent strategy)

* High market volume envisaged

www.fitforhealth.eu
© Fit for Health 2.0
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Ethics...

Whenever your project deals with e.g.:

= Human embryos or fetuses

= Humans (patients, children, vulnerable groups)
= Human cells or tissues

= Personal data

=  Animals

= Non-EU countries

= Environment protection

Dual use, or potential misuse

...you have an ethical issue!

www.fitforhealth.eu
© Fit for Health 2.0
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Ethics...

Application phase  Consideration of

Ethics Self- . .
Applicant (Section 5.1 / Part A- ethical issues of the
assessment
Tabled) proposal
Eancs Review of application
Pre- Ethics experts Evaluation phase PP

i . material
screening/Screening

Ethics Assessment
(for proposals

involving hESC or Evaluation/ . N
. . : . Review of application
raising Ethics experts Grant preparation )
. o material
serious ethical issues: phase
severe intervention
on humans)

Review of project
deliverables/intervie
w with applicants

Implementation

Ethics Check/Audit
phase

Ethics experts

www.fitforhealth.eu
© Fit for Health 2.0



07.06.2016 IMPLEMENTATION
ROME
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1. Human embryos/fetuses

* Does your research involve the use human embryos/human embryonic stem
cells/human foetal tissues/cells?

2. Humans

* Does your research involve human participants/physical interventions on the
study participants?

3. Human cells/tissues
* Does your research involve human cells or tissues?

4. Personal Data

* Does your research involve personal data collection and/or
processing/further processing of previously collected personal data
(secondary use)?

. Animals
your research involve animals?

www.fitforhealth.eu
© Fit for Health 2.0
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Ethics Issues Table (2) for Health 2.0
6. Third Countries

Does your research involve non-EU countries?

Do you plan to use local resources?

If your research involves low and/or lower middle income countries, are
benefits-sharing measures foreseen?

. Environment & Health and Safety

Does your research involve the use of elements that may cause harm to the
environment, to animals or plants/deal with endangered fauna and/or flora
and/or protected areas?

. Dual Use

Does your research have the potential for military applications?

. Misuse

s your research have the potential for malevolent/criminal/terrorist

i www.fitforhealth.eu
SUes © Fit for Health 2.0
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Short on Ethics for Health 2.0

= Show that you fully understand all ethical issues in
the application

= Describe all interventional procedures and the ethical
implications

= |nclude, if appropriate, an independent ethics advisor
or advisory board, or in case of major potential
ethical challenges, a work package on ethics

= Address informed consent, data protection and
privacy issues in a comprehensive manner

= (Clearly state where what research will be carried out
and what authorities will approve the studies

www.fitforhealth.eu
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Evaluators’ comments — Section 1 for Health 2.0

 “The objectives are very clearly and coherently described
and pertinent to the call”

* “The objectives are well stated and the proposal gives an
excellent overview of the state-of-the-art and expected
progress beyond.”

(o)
©)

* “The proposed methodology is coherent and includes
indicators for success in order to reach the objectives”

www.fitforhealth.eu
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Evaluators’ comments — Section 1 for Health 2.0

« Very often: detailed criticism on specific scientific, technological
and methodological details, or badly designed clinical trials!

« “The proposal fails to convince that any new insight can be
achieved, and that real new innovation for this process can be
developed.”

Q)
Q)

“The proposal work is not ambitious and has limited innovation
potential, which is not to be considered to be beyond state of
the art”

)

« “The concept is not sound, since it is not sufficiently based on
evidences.”

“The research program is ambitious and well-presented but the
ain concept is highly speculative”

www.fitforhealth.eu
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for Health 2.0
Take home messages

= Remember to write the proposal for the
reviewers - convince them!

" Take the reader by the hand and guide him / her

= Create a logical link between objectives,
workpackages and deliverables — very
important!

= Do not work to fill the 70 pages! Work to get
your ideas across!

Self-evaluation form for RIA / IA

ttp://ec.europa.eu/research/participants/data/ref/h2020/call ptef/ef/2
017/h2020-call-ef-ria-ia-csa-2016-17 en.pdf

© Fit for Health 2.0

www.fitforhealth.eu
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