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Article 13 - Proposals
Article 14 - Ethics Review
Article 18 - Grant Agreement

Article 23 - Implementation of Actions




Article 34 - Ethics

 34.1 - Obligation to comply with ethical
principles

« 34.2 - Activities raising ethical issues

« 34.3 - Activities involving human embryos or
hESC

Article 39 - Processing of Personal Data
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6. FEthics Issues

All research activities in Horizon 2020 should respect fundamental ethics principles,
including those reflected in the Charter of Fundamental Rights of the European
Union*®, These principles include the need to ensure the freedom of research and the
need to protect the physical and meral integrity of individuals and the welfare of
animals,

i i i Informed
consent and cnnﬁdenuaht',l are as important for a socmloglu:al study as they are for
clinical research,

All proposals considered for funding will be submitted to an Ethics Review.
The Ethics Review is the core of the H2020 Ethics Appraisal scheme, which concerns
all proposals and projects, and also includes the Ethics Chedks and Ethics Audit that
can be initiated during the project implementation.

In this context, please be aware that it is the applicants’ responsibility to identify any
potential ethics issues, to handle the ethics aspects of their propesal, and to detail
how they plan to address them.

If you have entered any ethics issues in the ethics issues table in Part A of the
proposal, you must submit an ethics self-assessment in Part B section &. For maore
details on how to comectly address the ethics issues of your proposal, please refer to
the Ethics Seif-Assessment Guidelines under Horizon 2020,

Your self-assessment must:

1) Descaibe how the proposal meets the national legal and ethics
raquirements of the country or countries where the tasks raising ethics
issues are to be carried out.

Should your propesal be selected for funding, you will be required to provide the
fallowing documents, if they are already in your possession:

» The athics committee opinion required under national law;
+ The document that is mandatory under national law notifying activities raising
ethics issues or authorising such activities.

Ifﬂlesedmmﬁmndmfrgfsﬁ,ywnmafmgﬁ:manﬁygfﬁhmmmaryn!
them (containing, if available, the conclusions of the committee or a

).
If these documents are specifically requested for the project. they must include an
explicit reference to the project title and each beneficiary concerned must confirm

2) Explain in detail how you intend to address the issues mentioned in the
ethics issues table, in particular as regards:

» Resesarch objectives (e.g. study of vulnerable populations, dual use, stc.);

¥ Charter of Fundamental Rights of the Ewopean Unlon, 2000/C 364/01. See also
iy | e iareap] g s g fehirterideds d an bty
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templates, etc.

Post-grant
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requirements:
licenses,
authorisations,
approvals, opinions,
etc.
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Project Implementation
Revised Article 34.2

This article defines the obligations of beneficiaries in
regard to activities raising ethical issues.

It was revised in July 2016 (MGA v3.0).
The revision applies retroactively to all H2020 grants:

Beneficiaries
must obtain and

keep on file the v However, you
legally required ou are 1o

ethics longer obliged IE?\LIeSnt‘l Stlcj)btnr;"et
documentation to submit all of Commission/
(ethics these documents

Agency if and as
opinions, by default.

requested.
notifications,

authorisations).




Project Implementati
Revised Article 34.2

34.2 Activities raising ethical issues (AGA)

The EU Framework Programme

R Activities raising ethical issues must comply with the ‘ethics
requirements’ set out as deliverables in Annex 1.

Before the beginning of an activity raising an ethical issue,
each beneficiary must have obtained:

(a) any ethics committee opinion required under national
law and

H2020 Programme

' , (b) any notification or authorisation for activities raising
Multi-Beneficiary thical i ired d ti | d E |
General Modkel Grant Agrasrméit ethical issues required under national an /_or uropean law
needed for implementing the action tasks in question.

(H2020 General MGA — Multi) ’

— The documents must be kept on file and be submitted upon
request by the coordinator to the [Agency] (see Article 52).
e o o o i e o If they are not in English (...)
==
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Project implementation
for already signed grants

g
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Post Grant signature requirements

Deliverables

The coordinator must upload a
document indicating that the
consortium has obtained the necessary
document(s)

The PO formally approves this approach
by accepting the deliverable concerned.




Document template

Person authorised to submit the declaration via
the participant portal,

I declare that the following documents needed for
implementing the action tasks described under
project number-acronym have been obtained
prior to the start of the research activities and
kept on file according to article 34.2 of the GA:

a)any ethics committee opinion required under
national law

b) any notification or authorisation for activities
raising ethical issues required under national
and/or European law

Research




Ethics During Project
Implementation

» If requested - send the PO a copy of the Ethics
authorisations, opinions and notifications.

» In case of check, the PO will request the project all
necessary documents.

» If applicable, the appointed Ethics Adviser / Advisory
Board must follow-up the handling of ethics issues by the
project, must produce a report for each periodic report
and must send their report to the REA together with your
periodic report
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& Research Integrity
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The European Code of Conduct for Research
Integrity of ALLEA (All European Academies)
and ESF (European Science Foundation) of
March 2011.

Situations that may create confusion with
respect to fabrication, falsification,
plagiarism or other research misconduct:

« Missing the appropriate citation and
references

« Using the same text in different proposals or
ongoing projects - if it is the case provide
the appropriate explanation/citation

« Missing the indication about the provenience
of the text used in the proposal
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Key documents and links \
NS

EURCPEAN COMMISSION
Dirzciorate-General for Regaarcn & Innovation

m 6.1 Ethics issues checklist

In case non-El O(g Rigk-benefit analyss. Coples of ethics approvals
countries are What actvides are and other authorisatons or
H2020 Programme Involved, do the carried cut in ncn-EU inotiications (I reguined).
research related countries? Give details Confirmation that the actiwity
) activithes undertaken could have been begally
Guidance in these countries carried out In an EU country
) ralse potential ethics [Far instance, by submitting an
How to complete your ethics self-assessment lssues? oplnion from an appropriate
Specif the countries ethics structure inan EU
imvmheed: counfry].
I5 it planned to wse O(g What type of local Far human resources: coples
locl resownces feg resources will be used of ethics approvals.
animal ard/or human and how exactly? Give For animals, plants, micra-
tivze sampies. genetic detalls. organizms and azsodated
version 5.2 material e animais, traditlonal knowledge:

32 ety 2018 framan remaing, documentation demonstrating
mterials of kistorical caompliance with the U
value, endangered founa Canvertion on Blological
or florg sompiles, etc)? Diversity [e.q. acoess permit

ard bengfit shoring
ggreement)

http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual
/hi/ethics/h2020_hi_ethics-self-assess_en.pdf
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Reference Documents in

the Participant Portal
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(A-Z) Stemap About this site Contact Legal fictice Search Enghsh =

RESEARCH & INNOVATION

Commission Participaﬂt Portal

mmissio & Innovatiol articipant Portal = Referencs

HOME FUNDING OPPORTUNITI HOW TO PARTICIPATE XPERTS  SUPPORT »

H2020 Online Manual

The Participant Portal will be under maintenance Tuesday 10th of November
( Reference Documents I . . : sz
{CET). During this period users may encounter problems accessing the Particip

apoloegise for any inconvenience this may cause. Hz2020 Other EU programmes FP7

Beneficiary Register

Financial Viability Self-Check

Reference Documents & Legal baziz @

SME Participation

B Framework programmes (EC-Euratom)
. . . ) B Rules for participation
This page includes all the H2020 & FP7 reference documents starting with legal d - -
H2020 work programmes for research and innovation up to model grant agreements ar L SDECIfIG programme
@ Simplification and horizontal issues. The documents are grouped by categories. It also include: i Eurocpean institute of Innovation and Techng|ggy (EITJ
SUWE\/ EU programmes, as 3rd Health, Consumer, COSME and Research Fund for Coal & Model grant agreement
access a document:

_ General Grant Agreement
* Click on 2 folder European Research Council (ERC)
Marie-Sklodowska-Curie (M3C)
SME Instrument

ERANET Cofund

# Click on ARROW to have more information about the document and its availal

“ou can search a specific H2020 or FP7 document on the Europa Search service.

Pre-Commercial Procurement (PCF)/Public Procurement of Innovative Sclutions (PPI) Cofund
H2020 Other EU pregrammes FP7 European Joint Programme Cofund
Framework Partnerships

Lump sum

020 Grants Manual

W Legal basic €@

Framework programmes (EC-Euratom)

[ ]
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Rules for participation Section on beneficiary registration, validation and financial viability check

B Specific programme X L X
_ . Section on proposal submission and evaluation
B Eurcpean institute of Innovation and Technology (EIT)
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General Grant Agreement Section on grant agreement preparation
Eurocpean Research Council (ERC)
Marie-Sklodowska-Curie (M5C)
SME Instrument

ERANET Cofund

Annotated Model Grant Agreement

Horizontal issues

I

B Third country participation
& Ethics
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Eurcpean Joint Frogramme Cofund
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Key links

Horizon 2020 Ethics Documents

v' Ethics issues Self-Assessment Guidance:

http://ec.europa.eu/research/participants/data/ref/h2020/grants
manual/hi/ethics/h2020 hi ethics-self-assess en.pdf

v' H2020 Online Manual:

http://ec.europa.eu/research/participants/docs/h2020-funding-
quide/cross-cutting-issues/ethics en.htm
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