* ¥k

* *

* *
* *
* g K

ol European
Commission

H2020-ITN-2017

Coordinators Info Day
11 December 2017

Ethics &
Research Integrity

Timea BALOGH

Research Executive Agency
Unit Al

el Disclaimer: the information provided in this presentation is

Executive o F
revevvalll not legally binding



Content

1
2
3
4
5

. Legal bases

. Ethics appraisal scheme in H2020
. How to deal with ethics issues

. Specific ethics issues (selection)
. Research Integrity




Legal Bases

Rules for Participation
of Horizon 2020

(EU REGULATION No. 1290/2013)

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

Article 23 - Implementation of Actions




Legal Bases

Horizon 2020 Grant Agreement

Article 34 - Ethics
« 34.1 - Obligation to comply with ethical principles

« 34.2 - Activities raising ethical issues

« 34.3 - Activities involving human embryos or human embryonic
stem cells

« 34.4 - Consequences of non-compliance

Article 39 - Processing of Personal Data

« 39.3 - Consequences of non-compliance
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Legal Bases

Horizon 2020
Model Grant Agreement
Article 34

34.4 - Consequences of non-compliance

If a beneficiary breaches any of its obligations under this Article, the
grant may be reduced (see Article 43) and the Agreement or
participation of the beneficiary may be terminated (see Article
50). Such breaches may also lead to any of the other measures
described in Chapter 6.
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Ethics appra_isal in H2020

All shortlisted proposals were carefully verified
by ethics experts to see if there were any
ethics issues raised in the proposal.

The implementation of ethics iIssues s
monitored during the entire project lifecycle.
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Ethics appraisal in H2020

Call Ranked GA Project
Deadline Closure
Submission Evaluation Grant . P.mject
Preparation Lifecycle
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Self- Screening Assessment Checks & Audit
Assessment Audits
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Ethics Review Ethics Check &
Audits
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Ethics Appraisal
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How to deal with ethics issues

So far...

> You have received an Ethics Summary Report;

> All the ethics requirements have been transferred into

Sygma as deliverables (contractual obligation) and in the
ethics section of your DOA;

> All ethics requirements should have been addressed.
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How to deal with ethics issues
During project implementation

You should obtain and keep in the file any ethics ethics
committee opinion required under national law, any
notification or authorisation for activities raising ethical
issues required under national and/or European law for all
partners at the latest before the start of the research work
related to the ethics issue.

Confirmation that the documents are in place if
required (by uploading a declaration in Sygma).

Upon request by the Agency, you have to submit the

required ethics documentation. If they are not in English, a
summary is requested, which shows that the tasks in question are covered
and includes the conclusions of the committee or authority concerned.
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How to deal with ethics issues

During project implementation

>

In case of any update of your Ethics documents, you
should obtain (and submit upon request) a copy of the
updated document no later than the start of the research
task in question.

You should confirm that the obtained ethics documents are
valid for the work done within your action.

If an ethics adviser has been requested, a report has to be
sent to the REA together with the periodic report. (ask for
the report template from your PO)

Check if all ethics issues are cleared, otherwise it can block
the interim or final payment.
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ssues/ethics_en.htm

Submit a proposal

Agplying for funding
Find a call
Horzon 2020 structure
and budget

Search

H2020 Online Manual

My Area - User account & roles

What you need to know
ahout Horizon 2020 calis
Find partners or apply as
indvidual
Regster in the Bensfioary
Regsster
Registration of your
organisabon
LEAR appointment

Get preparsd
Eledhronic proposal
submission

From evalsation to grant
sgrature
Eighéy check
Evaluation of proposals
Eighilty and evaiuation
crtena
Evaluation process and
resulls
Grant preparation
Enter & submit grant data

Login with ECAS.
Roles & access rights

Terms and Cenditions of Use
Grants
Applying for funding
Find a call
Horizon 2020 structure
and budget
What you need to know
about Herizon 2020 calls
Find partners or apply as
individual
Register in the Beneficiary
Register
Registration of your
organisation
LEAR appointment
Validation of potential
beneficiaries
Financial viability check
Data updats
Certifications
Submit a proposal
Get prepared
Electronic proposal
submission
From evaluation to grant
signature
Eligibility check
Ewaluation of proposals
Eligibility and evaluation
criteria
Evaluation process and
results

Grant preparation
Enter & submit grant data

Ethics review
Security scrutiny
Grant signature
Grant management
Keeping records
Amendments

Reports & payment requests
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In the Online Manual
on the Participant Portal

RESEARCH & INNOVATION

Participant Portal H2020 Online Manual

> H2020 Online Manual > Cross-cutting issues >

International Social Sciences Open access & Climate action &

Data management

Links to regional policy

cooperation & Humanities Sustainable development

Intellectual property Innovation procurement

Ethics b How

For all activities funded by the Europsan Unien, ethics is an integral part of research from beginning to end, and
ethical compliance is seen as pivotal to achieve real research excellence. There is clear need to make a thorough
ethical evaluation from the conceptual stage of the proposal not only to respect the legal framework but also to
enhance the quality of the research. Ethical research conduct implies the application of fundamental ethical principles
and legislation to scientific research in all possible domains of research. The process to assess and address the ethical
dimension of activities funded under Horizon 2020 is called the Ethics Appraisal Procedure.

Objectives

In addition to the scientific evaluation focusing on the scientific merit, the quality of the management and the potential
impact, the Ethics Appraisal ensures that all research activities carried out under the Horizon 2020 Framework
Programme are conducted in compliance with fundamental ethical principles.

Ethics Appraisal Procedure

The Ethics Appraisal Procedure concerns all activities funded in Horizon 2020 and includes the Ethics Review
Procedure, conducted before the start of the project, as well as the Ethics Checks and Audits.

When preparing a proposal, it is required to conduct an Ethics Self-assessment starting with the completion of an
Ethics Issues Table. You can read further practicalities in How to complete your ethics self-assessment guide.

ETHICS REVIEW PROCEDURE

All proposals above threshold and considersd for funding will underge an Ethics Review carried out by independent
ethics experts and/or qualified staff working in a panel. The Review starts with an Ethics Screening and if
appropriste a further analysis called the Ethics Assessment is conducted. The Ethics Review can lead to ethics
requirements that become contractual obligations.

The Ethics Review Procedure focusses on the compliance with ethical rules and standards, relevant European
legislation, international conventions and declarations, national suthorizations and sthics approvals, proportionality of
the research methods and the applicants’ awareness of the ethical aspects and social impact of their planned
research.
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Guidance
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3. Human cells/tissues
This section refers to research using, producing or collecting human cells or tissues.

Such cells or tissues may:

Key document ot _
- be obtained from commercial sources
fo r a p p I i Ca n ts / - originate from ancther laboratory, institution or biobank

— be produced or collected by you during previous research activities or

- - -
be n efl c I a r I es — be produced or collected by you as part of this research project.

d u ri n g 3.1 Ethics issues checklist 1 1
implementation TR [ e || D

Does your research involve human | [ ] | [] Details of the cells/ Copies of relevant
a S W e I I I cells or tissues (other than from tissue types. Ethics Approvals.
- Hun‘}an Embryos/Foetuses, see plus: Copies of
section 1)? I .
accreditation/desig
nation/authorisatio
n/ licensing for
Regularly updated Lo procesing 1
collecting the human
cells or tissues (if

VerSion 5-2 reiquT'red],
12 July 2016

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

Research
Executive
Agency




European
Commission

Main ethics issues

The main areas that must be addressed (Ethics Self-Assessment guidance
document):

Human embryos and foetuses
Human beings

Human cells or tissues
Personal data

Animals

Non-EU countries
Environment, health & safety

Dual use

W R NOWMARWNR®

Exclusive focus on civil applications
10. Potential misuse of research results

11. other ethiCS iSSUES Research
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Importance of Research

Ethics in H2020

v Research ethics is crucial for all scientific
domains (NOT only in Life Sciences). For
example:

- Data protection & Privacy
 Dual use issues
« Environmental risks and safety issues

 Research integrity aspects

v' In Horizon 2020, all proposals considered
for funding are submitted to an Ethics
Review procedure.
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Specific Ethics Issues

v Human beings

e This ethics issue refers to the individuals

participating in the research (i.e., patients, healthy
volunteers), NOT to the researchers (including ESRS)

e Do not confuse "volunteers for social or human
sciences research" (question 1.1) with "healthy
volunteers for medical studies" (question 1.6)

v" Data Protection

e Scientific Workshops organised by the project with
the participation of researchers (including ESRs) do
NOT raise ethical issues

o Beneficiaries should comply with Art 39.2
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Specific Ethics Issues
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Data protection

The new General Data Protection Regulation No 2016/679 will apply
as of 25 May 2018 and you have to ensure continuous compliance -
Please consult the DPO of vour institution!

Personal data means any information, private or professional, which relates to an
identified or identifiable natural person.

Processing of personal data means any operation (or set of operations) performed on
personal data, either manually or by automatic means.

Data transfer within EU/EEA countries: no specific requirements (i.e. no specific
authorisations or other restrictions).

Data transfer to non-EU countries:

if on the Commission list of countries offering adequate protection:
no additional requirements

for other non-EU countries: you must enter into a data transfer agreement
with the recipient and obtain specific authorisation from the national data
protection authority (of the Merghgsatate from which you send the data)
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Specific Ethics Issues
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Data protection

Possible requirements in Ethics Screening Report:

Documents to be obtained, kept on file (by default) and submitted to the REA
upon request:

Copies of notifications/authorisations for the collection and/or processing of
the personal data (if required)

Informed Consent Forms + Information Sheets + Other consent documents
(if relevant)

Copy of authorisation for data transfer to third country (if required)

Copies of opinion or confirmation by the competent institutional Data
Protection Officer and/or authorization or notification by the National Data
Protection Authority (if required)

If the position of a Data Protection Officer is established, his/her
opinion/confirmation that all data collection and processing will be carried
according to EU and national legislation
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Specific Ethics Issues
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NOH-EU COLI I‘Itl‘ies Applicable when ethical issues are raised

in @ non-EU country, participants or resources come from a non-EU country,
material is imported from or exported to a non-EU country

v Possible ethical issues: exploitation of research participants, exploitation of local
resources risks to researchers & staff, research which is prohibited in the EU,
transfer of data (NB: Commission decisions on the adequacy of the protection of
personal data in third countries)

v Research carried out in a non-EU country — for activities carried out outside
the EU, it is not enough for that the activity to be accepted and comply with the

legal obligations of a non-EU country; the activities must ALSO be allowed in at
least one Member State

Horizon 2020 funding cannot be granted for activities carried out outside
the EU if they are prohibited in all Member States
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Executive
Agency




Specific Ethics Issues
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Environmental Protection

v Possible ethical issues:
Research that may adversely affect the environment or the health & safety of

the researchers involved.
This may be due to the experimental design of the research itself or undesirable

side-effects of the technologies used

v Information to be provided:

details on risk-benefit analysis, if applicable: demonstrate the application of the
precautionary principle, safety measures to be taken

The precautionary principle requires that where there is plausible
scientific evidence for serious risks, you must prove that a new
technology will not harm the environment.
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Please refer to the three notes:

v' Dual Use
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide research-dual-
use en.pdf

v Potential misuse of research

http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/quide research-
misuse en.pdf

v’ Exclusive Civilian Focus

http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/quide re ,
apps_en.pdf
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Implementation of the Nagoya Protocol/EU Regulation
on Access and Benefit Sharing (ABS) in Horizon 2020

Nagoya Protocol facts:
- supplementary agreement to the Convention on Biological Diversity

- implements the objective of fair and equitable sharing of benefits
arising out of the utilization of genetic resources
- entered into force on 12 October 2014

- implemented in the EU through Regulation 511/2014 on Access to
genetic resources and benefit sharing (ABS Regulation)

If the consortium utilises genetic resources it has obligations under the ABS
Regulation.

The consortium must determine if the project falls within the scope of this
regulation and if yes, must ensure compliance.

Check if the project is in scope of the ABS requlation

apply the decision tree >
in scope if it meets all of the six conditions (cumulative conditions)
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Specific Ethics Issues

European

Does this project involve geneticresources or No
traditional knowledge associated with geneticresources??

Yesl

Are these geneticresources or traditional knowledge No
utilised within this project? 2

Yesl

Were the geneticresources or traditional knowledge No
associated with them accessed (obtained)
on or after 12 October 2014?

Yesl —»| Not in scope

Were the genetic resources or traditional knowledge No
associated with them accessed in (obtained from)
a country thatis a party to the Nagoya Protocol? 3

Yesl

Did the Nagoya Protocol state identified No
in the previous question adopt relevant access legislation
or regulatory requirements?4

Yesl

Does this utilisation of geneticresources No
or traditional knowledge associated withthem
take place in an EU Member State?

Yes I > In scope
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Specific Ethics Issues

Not in scope —_—

The project does not fall within the scope of the EU ABS
Regulation. No further action is needed unless the reply
changes during the lifetime of the project.

The non-EU participants utilising genetic resources or traditional
knowledge associated with them within this project must
comply with the Nagoya Protocol regulations in force in the
country where they are established.

In scope

The project falls within the scope of the EU ABS Regulation -

Report this result through the Participant Portal Grant
Management Service's Continuous reporting module
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Specific Ethics Issues
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Obligations for projects scope of the ABS
regulation

v report in Sygma before reception of the first payment (the
pre-financing is not considered a payment for this purpose)

v' comply with the ABS Regulation, in particular
- exercise due diligence (guidance document)
- submit a due diligence declaration

v the coordinator may make a single declaration
v' must be submitted by the end of the project

v it must be submitted to the competent authority of the
Coordinator's member state (contact details are on the Europa
website, soon the EC will provide an online submission tool
directed to the appropriate authority)
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Specific Ethics Issues
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IT implenremtation

You received a message informing you of the possible
obligations, sending the link to the Online manual and asking to
assess if your project is affected. If yes, you must report this
through PPGMS.

In case the project is in scope of the ABS Regulation, a second
message is sent, requesting you to submit a due diligence
declaration to the competent authority in your Member State.

New tab called 'ABS Regulation' is inserted under Continuous
reporting module:

e a single tick box allows you to report that your
project is in scope of the ABS Regulation

e you can un-tick the box at any time (e.g., to correct
an error or if the project stops being in scope

Research
Executive
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IT implenremtation

Deliverables | Milestones | Publications | Disseminat... | Patents (IPR) | Gender Researchers | Training
Ethics, DWP, Activities

EU Access and Benefit Sharing Regulation (NAGOYA Protocol)

B Important! Before answering the question below, please read the relevant information and complete the decision tree provided in the Participant Portal Online Manual

Does this project fall within the scope of the EU Access and Benefit Sharing (ABS) Regulation?

[DYes
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Guidance documents and otirer information sources

Information and guidance notes from DG ENV:
http://ec.europa.eu/environment/nature/biodiversity/interna

tional/abs/index en.htm

Full list of Nagoya Protocol states:
https://www.cbd.int/abs/nagoya-protocol/signatories/

Competent authorities:
http://ec.europa.eu/environment/nature/biodiversity/interna
tional/abs/leqgislation en.htm

Ethics site in the Online manual:
http://ec.europa.eu/research/participants/docs/h2020-
funding-quide/cross-cutting-issues/ethics en.htm

Research Enquiry Service:
http://ec.europa.eu/research/index.cfm?pg=enquiries

The EC Notice on the scope of application and core
obligations of benefit sharing arising from the use of
genetic resources: http://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=0J:C:2016:313:FULL&from=EN
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Research Integrity

OOOOOOOOO

REVISED EDITION of 24 Mar

European Code of Conduct for Research
Integrity of ALLEA (All European Academies)
and ESF (European Science Foundation)

The Code serves the European research
community as a framework for self-
regulation across all scientific and
scholarly disciplines. It sets out principles of
research integrity, criteria for good research
practice, and describes the violations of
research integrity and how to prevent them.

The Code is used as a reference document in
the Horizon 2020 Model Grant Agreement.
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Research Integrity

ommission

Good research practices are based on
fundamental principles of research
Integrity: reliability, honesty, respect,
accountability

The Code describes good research practices in
the following contexts:

e Research Environment

e Training, Supervision and Mentoring
e Research Procedures

e Safeguards

e Data Practices and Management

e Collaborative Working

e Publication and Dissemination

e Reviewing, Evaluating and Editing
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Horizon 2020
Model Grant Agreement
Article 34

34.1 - Obligation to comply with ethical principles

The beneficiaries must respect the highest standards of research
integrity...This implies notably compliance with the following
essential principles:

honesty; reliability; objectivity; impartiality; open
communication; duty of care; fairness and
responsibility for future science generations
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This means that beneficiaries must ensure that persons carrying out
research tasks:

- present their research goals in an honest and transparent manner
« design the research carefully and conduct it in a reliable fashion

« use appropriate techniques and methodologies (including for data
management)

« exercise due care for the subjects of research

* ensure objectivity, accuracy and impartiality while disseminating
« make the necessary references

« refrain from plagiarism, data falsification or fabrication

« avoid double funding, conflicts of interest and misrepresentation of
credentials S
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Horizon 2020 Ethics Documents

v Participant Portal Online Manual Ethics

section:

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

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
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