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LA SETTIMANA HORIZON EUROPE 2021
1) Introduction

* Ethics is a consideration for all EU funded projects in all
research domains

* Ethics are integral to all research, from beginning to end

* Considering ethics:
* Ensures it is within the legal framework
* Enhances the quality of research (e.g. RRI)

e Strong connection between research ethics and human
rights

* Ethics process for Horizon 2020 — Ethics Appraisal Procedure

#2021horizoneurope — E



LA SETTIMANA HORIZON EUROPE 2021

Why an “Ethical review”?

Awareness of applicants on the ethical/social impact of research

v’ Application of relevant EU Directives/Regulations international
conventions/declarations and codes of conduct (ie: Data Protection Directive,
Clinical trials directive, Animal welfare directive)

Approval of relevant local/national (ethics) committees

v’ Respect of H2020 ethical standards

THERE 18 SOME
TURTICE IN

THE WORWD

THERE 15 NO
J.’ﬂ(g N TVC
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2) Objective

“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.”(*)

Art. 19 - HE Framework Programme Requlation 2021/695

#2021horizoneurope _ E
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Art. 19 - HE Framework Programme Requlation 2021/695

*Main Ethical Principles
Respect human dignity and integrity

Ensuring honesty and transparency towards research subjects - free and informed consent
(as well as assent whenever relevant)

Protect vulnerable persons
Ensure privacy and confidentiality

Promote justice and inclusiveness

Minimise harm and maximising benefit

Share benefits with disadvantaged populations, especially if the research is being carried
out in developing countries

Maximise animal welfare - in particular by ensuring Replacement, Reduction and
Refinement (‘3Rs’) in animal research

Respect and protect the environment and future generations

#2021horizoneurope _ E
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3) Legal Basis

™ Rules of participation: e

«A proposal which contravenes ethical principles or any applicable legislation, or
which does not fulfill the conditions set out in Decision No 2013/743/EU, in the

work programme, in the work plan or in the call for proposals may be excluded from
the evaluation, selection and award procedures at any time."»

m Rules of participation:

«The Commission shall systematically carry out ethics reviews for proposals raising
ethical issues. That review shall verify the respect of ethical principles and legislation
and, in the case of research carried out outside the Union, that the same research

would have been allowed in a Member State. »

Art. 19 - HE Framework Programme Requlation 2021/695

#2021horizoneurope _ E
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™ Fields of research not eligible

AL h

v'Research activity aiming at human cloning for reproductive purposes;

v'Research intended to modify the genetic heritage of human beings which could
make such changes heritable;

v'Research activities intended to create human embryos solely for the purpose of
research or for the purpose of stem cell procurement, including by means of somatic
cell nuclear transfer.

v’ Destruction of human embryos (for example, for obtaining stem cells) m

Art. 18 - HE Framework Programme Requlation 2021/695
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4) Proposal and Evaluation Stage

* Applicants should proactively demonstrate that all

ethical issues have been considered

* Applications should be ‘Ethics Ready’

?
AMAZING! THE INSCRIPTION

APPEARS ToBE AN ANCIENT | |

CONSENT FORM For |
AN EXPERIMENTAL A4 I
MUMMIFICATION " ) BN
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ONLINE SUBMISSION
FORMS

PROPOSAL

PART A PART B
Administrative Technical
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Single stage (or 2nd stage)

PARTE A PARTE B

1) Excellence
1.1) Objectives and ambition

1) General Information 1.2) Methodology
1.3) Concept and Approach

2) Participants 2) Impact
2.1) Project’s pathways towards impact
2.2) Measures to maximise impact -
3) BUdget Dissemination, exploitation and

/ communication
4) Ethics and Security 2,3) Summary

3) Implementation
5) Other questions 3.1) Work plan and resources
3.2) Capacity of participants and

. . consortium as a whole
Template pdf online on the Participant Portal

Word Document downloadable from the Participant Portal
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1 — General information

Section 1 provides basic data on the proposal. It can be flled in by contacts of the coodinaior. Other partcpants may view tia secion only. Read-only
partz are marked in biue.

Acronym Acranym is mandatory

£
Proposalfile | Max 200 characters (with spaces). Must be understandable for non-specialists rw
b N 2

Node that for i / . he following oh nmmnmmﬁ\gmm <>"&

m i Estimated duration of the project in full months ’[0 PA RT A
e M Administrative

™,

Fixed keyword &46

Free keywords) Enter any words you think give e M the scope of your proposal (max 200 characters with

spaces).
Abslract
The atstract showld prowoe he resder with 2 of he otyectives of the propasal, how ey will be achieved, and thew relevance fo
the Work Prograrmme. This surmrmary will decaonpbion of the proposal in the evaliuation pr and in oabonz o the
PIOGIAITYTR MRTSgSMENt COmmitees and partes It must therefore be short 3nd precize and should not contain conficensal
information. Use plain typed fext, other special characiers. If e proposal is weithen i 2 language other than Englich, please
inckude an Engliah vernion of this L] B (technical deacnpiion) of the proposal

Has this proposal (or a very similar ong) been submitted in the past 2 years in response to a call
for proposals under any EU programme, including the current call? A smitar proposal or contract sane | C Yes | © No

that diferz from the current one in minor waye. and in winich some of the presernt consomium members are involved.
I 7T s20zthorizoneurope A
Please give the proposal reference or contract number XXXXX-X
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roposal Part A - Section 4 ‘Ethics Issues Table’ — 10 Questions:

1. HUMAN EMBRYONIC STEM CELLS AND HUMAN EMBRYOS Page
Does this activity invalve Human Embryonic Stem Cells (hRESCs)?  yes  No
ITYES Will they be directly derived from embryos within this project? " Yes C'No
Are they previously established cells lines? 7 Yes O No
Are the cell lines registerad in the Ewropean registry for human embryonic skem " Yes " No
cell lines?
i Yes © No

Does this activity involve the use of human embryos?

-

— If ‘yes’ for any

e qguestions, ethic-
Ve oo self assessment to
T e be completed in

Yes (Mo

ve O Part A (next slide)

If YES: Will the activity lead fo ther destruction?

2. HUMANS xO

Does this activity involve human paricipants?

Are they voluniesrs for nonmedical shudies (2.0 social or human sciences

reses P
TYES reh)?

Are they healthy volunteers for medicalstudies?

Are they patients for medical studies?

Are they poteniially valnermble individuals or groups?

Are they children/minors?

Araihey other parsons unable to give informed consent?

Dioes this aciivity volve interventions (physical also including imaging technology, behavioural " ¥es (' No

|reatments, etc.) on the study participanis?

It YES: |Does il imvolve invasive lechniques? " Yes (" No
Does it inwolve collection of biokogical samples? C'Yes ['No
: , ) . " Yes (' No
Does this activity involve conducting a clinical study as defined by the Clinical Trial = E
Fegulation (EU 536/2014)7 {using pharmaceuticals, biologicals, radiopharmaceuticals, or #2021horizoneurope —

advanced therapy medicinal products)
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PrOpOsal Part A - Section 4 ‘Ethics Issues Table’ — Explanation:

ETHICS SE’ F-ASSESSMENT

VE Eriered dny ISSUe: e elinGs Iss0e tabe _|'|.l'||'i‘.:.l;|" Dertoimn an eliics self-agssessment aecordance £ QUATEINES “Howy
|' T 1\'-e fe ol ': i '-"u "'A ssrmeni™ and compiele the abie belw

Explanation about
Explain in detail the identified issues in relation to: how you Wi" deal
— objectives of the activities (e.g. study of vulnerable populations, etc) With you r Ethics

— methodology (e.g. clinical trials, involvement of children, protection of personal data, etc.)

— the potential impact of the activities (e.g. environmental damage, stigmatisation of particular social issu es in the p ro posa I

groups, political or financial adverse consequences, misuse, etc.)

Ethical dimension of the objectives, methodology and likely impact

Provide
appropriate

Describe how the issue(s) identified in the ethics issues table above wilkbe addressed in order to docur_nents
adhere to the ethical principles and what will be done to ensure that the aetivities are compliant with as evidence
the EU/ national legal and ethical requirements of the country orecountries where the tasks are to
be carried out. It is reminded that for activities performed in a non-EU countries, they should also be
allowed in at least one EU Member State.

Compliance with ethical principles and relevant legislations Q -

If not, timeframe for
approvals/ authorizations

zoneurope AN E




LA SETTIMANA HORIZON EUROPE 2021

Proposal Part A

e Section 4 ‘Ethics Issues Table’ — 10 Questions:

1.

OO NN R WN

Human embryo* /foetuses
Humans*
Human cells/tissues*®

|}

In Horizon Europe ,substituted by section:
Human embryonic stem cells (hESCs) and
human embryos (hEs)

j‘* Informed consent/Information sheet

Protection of personal data (collection, recording, storage, deleting)

Animals (favour alternative methods — 3 R’s: Replacement, Reduction, Refinement)
Non-EU countries® (prohibited in EU, exploitation, risks)
Environment, Health, Safety (fauna/flora, humans, research staff)

Dual-use (military application!?)

Exclusive focus on civil applications

In Horizon Europe ,substituted by section:
Artificial intelligence

10. Misuse (malevolent use of research results)
11.Other ethics issues

How to complete your Ethics self-assessment

#2021horizoneurope _ E


https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/common/guidance/how-to-complete-your-ethics-self-assessment_en.pdf

LA SETTIMANA HORIZON EUROPE 2021 W O 1

) &
Proposal Part A OO S
* Section 4 ‘Ethics Issues Table’ — 10 Questions: ) «i& S

1. Human embryonic stem cells (hESCs) and human embryos (hEs)

|) Copies of ethics

. . . approval.
hE - Are th reviousl lish lls lines?
SCs e they previously established cells lines . 2)Declaration that the

Are the cell lines registered in the European registry for human human embryonic stem

embryonic stem cell lines? cell lines used in the

project are registered in

C o the European hESC
hEs - Does your activity involve the use of human embryos? registry

\ (www.hpscreg.eul).

1) Copies of ethics
approval.

2) Informed consent
forms and information E
sheets. e
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*Proposal Part A

Section 4 ‘Ethics Issues Table’ — 10 Questions:

2. Humans beings

Are they volunteers for nonmedical studies (e.g. social or human sciences
research)?

Are they healthy volunteers for medical studies? ~ —
1) Details of the 1) Copnies Ufethics ‘ s ‘
Are they patients for medical studies?\ recrul ) Detsilsonthe, 1 O Copie e stis

1) Details onthe type 1) Copies of ethics
of 1) Details onthe age 1) Copies of ethics

Are they vulnerable individuals O i approvals (if required
res 2y Details on agsent Yy law or practice).

or grou pS'p an Proce 1) Details on the 1) Copies ofethics
q consesprocedures for obtaining  approvals.

Are they children/minors? > co Childrconsent from the 2) Informed consent

minor ng&fdi&ﬂ;"l@g&l
3) 3) Prorepresentative.

Are they persons unable to give informed consent % w:2) Procedures to ensure
SU op  participants are not
CO gther jsubject to any form of
i1y 4) Jus coercion and undue
involyinducement,

forms and information
sheets.

children/minors.
w‘utmorlzoneurope — _



LA SETTIMANA HORIZON EUROPE 202

3. Human cells or tissues

Does vour activity involve
* human cells or tissues (other
than those covered by

section 1)?

IfYES: Arethey human
embryonic or
foetal cells or

e 11551857

Are they available
commercially?

Are they
obtained
within this

project?

Are they obtamed
from another
project, laboratory
or institution?

Are they obtamed
from a biobank?

Please provide information in one of the
subcategories below.

1) Origin ofhuman foetal tissues/cells.

2) Details on informedconsent procedures.

3} Confirmation that the informed consenthas
been obtamned.

4) If applicable, details on the induced human
pluripotent cell lines.

1) Details on cell types and provider
(company or other).

1) Details on cell types including the source
of the material, the amount to be collected
and the procedure for collection.

2) Details on the duration of storage and what
will be done with the material at the end of
the research.

3) Confirmation that informed consent has
been obtained.

1) Details oncell types.

2) Country where the material 1s stored.

3) Details of the legislation under which
material 1z stored.

4) Details on the duration of storage and what
will you do with 1t at the end of the research
project?

5) Name of the laboratory/mstitute

6) Country where the laboratory/institution is
located.

7) Confirm that material 1s fully anonymized

or that consent for secondary use has been
obtained.

1) Details oncell tvpes

2) Details on the biobank (name and country
where it 1slocated)

3) Details of the legislation under which
material is stored.

4) Confirmation that material 1s fully

anonymized or that consent for secondary use
has been obtaimed.

1) Copies ofethics approvals.

2) Informedconsent forms and
information Sheets.

3) If applicable, registration
certificates of the cell linesand project
from the hPSCreg.

1) Copies of import licenses (if
relevant).

1) Copies ofethics approvals (if
relevant).

2) Informed consent forms and
mformation sheets.

1) Authorizationby primary owner of
cells/tissues (including references to
ethics approvals)

2) Copies of import licenses (1f
relevant).

3) Statement from the primary
laboratory/institute on that informed
consent has been obtained.

1) Copies ofimport licenses (if
relevant).

2) Statement of biobank that
informed consent has been obtained.
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4. Personal data

- Does your activity involve processing of personal data?

- Does your activity involve further processing of previously collected personal data (including use of
pre-existing data sets or sources, merging existing data sets)??

- Is it planned to export personal data (data transfer) from the EU to non-EU countries? Specify the type
of personal data and countries involved

- Is it planned to import personal data (data transfer) from non-EU countries into the EU or from a non-EU
country to another non-EU country? Specify the type of personal data and countries involved

- Does this activity involve the processing of personal data related to criminal convictions or offences?

1) Infor 1) Confirmation that the data controller has a lawful

informa bﬂsllju fﬂfltheddm 1) Confirmation that data transfers will be
2) Data :;,e u‘; datlille ?1' made in accordance wi 1) Confirmation of compliance
relevant g General Data Protectiol with .

3) Data ls}Pt'm:uss;unb 2016/679 it
assesgy €& sociai mea

1) Opmmn Df the data controller on the need
1€ for conducting data protection impact

3) Informed Consent Forms + Infﬂrm ation Sheets assessment under art.35 GDPR.(if relevant).
+ other consent documents (if applicable).
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1) Copies of all appropriate authorizations
for the supply of animals and the project
experiments.

5. Animals

- Does your research involve animals? 2) Copies oftraining certificates/ personal

) If YES: f(Are they "\ O Same information as above. llcens._es of the staff involved in animal
ﬁ/‘ T vertebrates? experuments.
Ty Are they non-human][ | [ | Same information as above plus: Same documents as above plus:
16 primates (NHP) 1) Justification on why NHPs are the only research 1) Personal history file of NHP (See art.
(eg. monkeys, subjects suitable for achieving your scientific 31 of Directive 2010/63).
a chimpanzees, objectives.
’ gorillas, etc.)? o - : .
2) Details on the purpose of the animal testing.
3) Details on the origin of the animals.
Are they 1[0 1) Number of animals to be used, nature of the 1) Copies of all a pp;c:priatc authnrizgtions
i, "i/l 1 genetically experiments, procedures, anticipated impact and for the supply of animals and the project
e = : modified? how this will be minimized. experiments.
A _.f, sl A SN 2) Details on species and rationale for their use. 2) Copies of training certificates/ personal
3) Details on procedures to ensure animal licenses of the staff involved in animal
@ welfare. experunents.
4) Details on implementation of the 3Rs Principle.
Are they cloned L1 Same information as above. 1) Copies of all appropriate authorizations
i farm animals? for the supply of animals and the project
“l go home today. The experiments.
thigS new miracl ey dru y 2) Copies of training certificates/ personal
2 g licenses of the staff involvedin animal
years before it’s approv experiments.

. . 3) Copies of authorizations for cloning (if
Ministero della Salute: cequired), ¢
Autorizzazione dl progetti dl rice Are they an 10 1) Justification on why there is no alternative to I) Copies of m.lthm'izati{_"m f_ﬂl‘ Sl.l[)_pl}-’ of

! d usine this species endangered animal species (including
en a_ng:re g P ’ CITES) and the project experiments.
specles. 2) Details onthe purpose of the research. 2) Copies of training certificates/ personal
licenses of the staff involved in animal

\_

EXperiments.
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6. Non-EU countries

- In case non-EU countries are involved, do the activities undertaken in these countries raise potential
ethics issues??

- Isit planned to use local resources?

- Is it planned to import any material (other than data) from non-EU countries into the EU or from a
non-EU country to another non-EU country? or export any material (other than data) from the EU to
non- EU countries?

- Does your activity involve low and/or lower-middle income countries, are any benefit-sharing actions
planned?

- Could the situation in the country put the individuals taking part in the activity at risk?

1) For human resources: copies of ethics

ArNMrMmTTa I"E

1) Insurance coverage (if relevant) sharing measures.
nsiveness to local

_ r
viaterial ms and red).

| N | ith the have
3) Details on the procedures to facilitate Vlateria ty (e.g. Ty (for
effective capacity building. ite ethics

agreement).

#2021horizoneurope — E
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7. Environment, health & safety

- Environment
- Health and safety

Information to be provided in the Documents to be provided
Section 7: ENVIRONMENT, HEALTH AND | YES/ proposal on request
AFETY NO

Section 7: ENVIRONMENT, HEALTH AND SAFETY Information to be
provided 1n the proposal

Documents to be provided
on request

Does this activity involve the use of substances or [l [J 1)Details of the health 1) Safety classification
processes (or technologies) that may cause harm to and safety procedures. of laboratory.

humans, including those performing the activity (during 2) HostInstitution safety
the implementation of the activity or further to the use procedures.

of the results, or the deployment of the technology as a

possible impact)?

For activities involving human participants, see section 2.

#2021horizoneurope _ E
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8. Dual use*

Does this research involve dual-use | [ ] | [] What goods and Copi export
items in the sense of Regulation information used and iences.
428/2009, or other 1 s for which produced in your

an authorisation is required? research will
exactly will you
ensure compliance?
>< How exactly will you
oid negative
ations?

—use Item list = ANNEX | of EU export control Regulation No 428/2009

Guidance note — Research involving dual-use items

#2021horizoneurope — E


http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-dual-use_en.pdf
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1399888895034&uri=CELEX:02009R0428-20120615
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9. Exclusive focus on civil applications

ur research raise concerns
regarding exclusive focus on
civil applicatio

ustify inclusion of
military partners or
military technologies
(i.e. explain how they
relate to civilian
applications, e.g. in the
context of law

neric technologies, products or knowledge that may meet the needs of both civr
and military end-users (known as 'dual-use' goods or technologies), provided that
the research itself has a clear focus on civil applications.

#2021horizoneurope _ E
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Dual use — moved to PART A of the proposal - DECLARATIONS

/) We declare that the proposal has an exclusive focus on civil applications (activities intended to be
used in military application or aiming to serve military purposes cannot be funded). If the project
involves dual-use items in the sense of Regulation 428/2009, or other items for which authorisation is

required, we confirm that we will comply with the applicable regulatory framework (e.g. obtain ]
export/import licences before these items.are used).

#2021horizoneurope _ E
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8. Artificial intelligence

Section 8: ARTIFICIAL YES/NO Information to be brovided Documents to be provided/kept on file
INTELLIGENCE ‘ &

Does this activity involve [0 [0 1) Explanation as to how the participants and/or 1) Detailed risk assessment accompanied
the development, end-users will be informed about: by a risk mitigation plan (if relevant).
deploymentand/or use of * their interaction with an Al system/ These must cover the development,

Artificial Intelligence? technology (ifrelevant). deployment and post-deployment phases.
* the abilities, limitations, risks and benefits of

the proposed Al system/technique. 2) Copies of ethics approvals (if relevant).
* the manner in which decisions are taken and

the logic behind them (if relevant).

2) Details on the measures takento avoid bias in
input data and algorithm design.

3) Explanation as to how the respect to
fundamental human rights and freedoms (e.g.
humanautonomy, privacy and data protection)
will be ensured.

4) Detailed explanation on the potential ethics
risks and the risk mitigation measures.

*\;-,CJ #2021horizoneurope _ E




Could the Albased

- system/technique potentially stigmatize or

discriminate against people (e.g. based on
sex, race, ethnic or social origin, age, genetic
features, disability, sexual orientation,
language, religion or belief, membership to a
political group, or membership to a national
minority)?

Does the Al system/ technique interact,
replace or influence human decision-
makingprocesses (e.g. issues affecting
human life, health, well-being or human
rights, or economic, social or political
decisions)?

Does the Al system/ technique have the

potential to lead to negative social (2.g. on
democracy, media, labour market, freedoms,
educational choices, mass surveillance)
and/orenvironmental impacts either
through intended applications or plausible
alternative uses?

Does the Al to be developed/used in the

project raise any other ethical issues not
covered by the questions above (eg,
subliminal, covert or deceptive Al, Al that
is used to stimulate addictive behaviowrs,
life-like humanoid robots, etc.)?

8. Artificial intelligence

[ [ 1) Detailed explanation of the measures
set in place to avoid potential bias,
diserimination and stigmatization.

[] [ 1)Detailed explanation on how humans
will maintain meaningful control over
the most important aspects of the
decizsion-making process;

2) Explanation on how the presence/role
of the AI will be made clear and explicit
to the affected individuals.

[0 O 1) Justification of the need for
developing using this particular
technology:
2) Assessment of the ethics risks and
detailed description of the measures set in
place to mitigate the potential negative
unpacts during the research.
development, deployment and post-
deployment phase.

[1 [J 1) Detailed explanation on how the
potential ethics issues will be addressed
and the measures set in place to mitigate
ethics risks.

1) Information

sheets/ Template
Informed consent forms
(if relevant)

For serious and/or
complex cases:

Algorithmic impact L

assessment/human nght |
assessment. These must |
cover the development. =
deployment and post-
deployment phases.

1) Detailed risk
assessment
accompanied by arisk
mitigation plan. These
must cover the
development.
deployment and post-
deployment phases.

Definizione di Intelligenza Artificiale :

m #2021horizoneurope _ E


https://ec.europa.eu/newsroom/dae/document.cfm?doc_id=60673
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9. Other ethics issues

Section 9: OTHER ETHICS ISSUES

Are there any other ethics issues that
should be takeninto consideration?

Please specify

Information to be Documents to be
YES/ NO provided in the provided on
proposal request
1) Any relevant 1) Any relevant
information. document.

'~ #2021horizoneurope _ E
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10. Crosscutting issue: potential misuse of results

Research involving or generating materials, methods, technologies or knowledge that
could be misused for unethical purposes. Although such research is usually carried out with
benign intentions, it has the potential to harm humans, animals or the environment.

Activities most vulnerable to misuse could include:

- the development of surveillance technologies that could curtail human rights and civil liberties

- the involvement of minority or vulnerable groups or the development of social, behavioural or
genetic profiling technologies that could be misused to stigmatise, discriminate against, harass or
intimidate people

- the development of materials/methods/technologies and knowledge that could harm humans,
animals or the environment if they were released, modified or enhanced.

- in general, the development of materials/methods/technologies and knowledge that could serve
purposes other than those intended, and if so, in unethical ways.

Guidance note — Potential misuse of research results

#2021horizoneurope _ E


https://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-misuse_en.pdf

LA SETTIMANA HORIZON EUROPE 2021
Evaluation stage

* In addition to their scientific merit, all applications are
evaluated on their ethical and social impact

 All proposals above threshold with a view to funding
undergo an Ethics Review:

e 1) Ethics Screening

* 2) Ethics Assessment (if necessary/recommended) E:fj‘?a'ﬁﬂ
* Ongoing projects: Ckecks/Reviews/Audits E,.‘f;,;}"
ihrmiar
=1

va_lualmn
3nnra|sa|

lre lew
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Ethics Appraisal Procedure

The process to assess and address the ethical dimension of activities is called the Ethics Appraisal

Procedure.
Invitation _ Grant Project
Call deadline GAP signature end
Ran!(ing
Submission Evaluation (merit) Grant preparation Project execution
< > C-— > < Sy i >
1.self- 2. pre-screening 5. implementationin GA : 6. monitoring of GA
assessment : N
: 3. screening
< e ol CICTE PRI >

4. assessment

all main/reservelist| S E
proposals | proposals ==
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Ethics Clearance

Ethics review steps
)

Pre-

Screening

Does the proposal raise ethical issues?

Yes

W/

Does the proposal address all ethical
issues satisfactorily?

No
>

Screening
Assessment

No

' 4

Are all "ethics requirements”

Grant preparation . :
Prep implemented in the grant agreement?

Yes
>

"Ethics requirements” are defined
in order to close the gap.

\/ = OK to sign grant agreement

Yes
>
- E
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ETHICS APPRAISAL STEPS

Activity whor | whem | Hows

Ethics Self-assessment

Ethics
Pre-screening/Screening

Ethics Assessment

(for proposals involving hESC or
raising

serious ethical issues: severe
intervention on humans)

Ethics Check/Audit

Applicant

Ethics experts and/or
qualified staff

Ethics experts

Ethics experts

Application
phase

Evaluation
phase

Evaluation/
Grant
preparation
phase

Implementation
phase

Consideration of ethical issues of the
proposal

Review of application material

Review of application material

Review of project
deliverables/interview with applicants
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Security issues table

1. EU classified information (EUCI) Page
Does this activity involve information and/or materials requiring protection against unauthorised disclosure (EUCI)? Yes No
If YES: Is the activity going to use classified information as background information? Yes No
Is the activity going to generate EU classified foreground information as results? Yes No
Does this activity involve HE associated and/or third countries? Yes No
If YES: Do participants from non-EU countries need to have access to EUCI? Yes No
Do the non-EU countries concerned have a security of information agreement with the EU Yes No
2. MISUSE Page
Does this activity have the potential for misuse of results? Yes No
Yes No
Does the activity provide knowledge, materials and technologies that could be channelled into crime and/or terrorism?
If YES:
Yes No
Could the activity result in the development of chemical, biological, radiological or nuclear (CBRN) weapons and the means for
their delivery?
3. OTHER SECURITY ISSUES Page
Does this activity involve information and/or materials subject to national security restrictions? Yes No

If yes, please specify: (Maximum number of characters allowed: 1000)
Are there any other security issues that should be taken into consideration? Yes No
If yes, please specify: (Maximum number of characters allowed: 1000)

Art. 20 - HE Framework Programme Requlation 2021/695
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CHIEDI SUPPORTO Al
TEAM TEMATICI IN APRE

@ www.horizon-europe.it



https://horizoneurope.apre.it/team-tematici/
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PER NON PERDERTI GLI AGGIORNAMENTI
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