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Ethics	in	Horizon	2020	
– Legal	Basis



Ethics in	Horizon	2020

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

Ø Ethics are integral to	all research,	from	begining
to	end;

Ø Ethics issues should be	consider within the	legal
framework;

Ø Ethics should to	enhance the	quality of	research;
Ø Strong connection between research ethics and	

human rights;
Ø Ethics process for	Horizon	2020	– Ethics Apprisal

Procedure



Horizon	2020		- Legal Basis - Ethics

Ø Art.	19	in	H2020	Regulation of	Establishement;
Ø Art.	13	&	14		Rules for	Participation;

additional special provisions within Model	GA:

Ø Art.	22:	Ethics checks,	reviews and	audits;
Ø Art.34:	Ethics



Legal Base	– Article 19	– Ethical Principles

1. All activities shall comply with	ethical principles (Charter	of	
Fundamental Rights of	the	EU	and	the	European Convention on	
Human	Rights and	its Supplementary Protocols)

Particular attention to:
- the	principle of	proportionality,
- the	right to	privacy,
- the	right to	the	protection of	the	personal data,
- the	right to	the	physical and	mental integrity of	a	person,
- the	right to	non-discrimination.
- the	need to	ensure high	level of	human health protection.



Legal Base	– Article 19	– Ethical principles

2. Activities shall have an exclusive focus on	civil applications.
3. The	fields that shall not	be	finaced :

(a)	human cloning for	reproductive purposes,
(b)	modify the	genetic heritage of	human beings ,
(c)	create of	human embryos solely for	the	purpose of	research or

of	stem cell procurement.
4. Research on	human stem cells (adult and	embryonic)	may be	

financed.	No	funding shall be	granted for	activities prohibited in	all
the	Member States.	No	activity shall be	funded in	a	Member State
where such activity is forbiden.

5. The	fields of	research set	out	in	3.	may be	revieved.



Rules for	participation

Ethics	covered	throughout,	but	in	particular:

Art	13.3:	Proposals	contravening	ethical	principles/legislation	may	be	
excluded

Art	14:	Ethics	Review	of	proposals	raising	ethical	concerns

http://ec.europa.eu/research/participants/data/ref/h2020/legal_basis/rules_participation/h2020-rules-
participation_en.pdf



Proposal	& Evaluation	Stage



Ethics Appraisal Procedure

3	Main Ethics Appraisal Steps:

Activity Who? When? How?

1. Ethics Self-assessment
Applicant Application	phase Consideration	of	ethical	issues	of	

the	proposal

2.a. Ethics
Pre-screening/Screening

Ethics	experts	and/or	
qualified	staff

Evaluation	phase Review of	application material

2.b.	Ethics	Assessment
(for	proposals	involving	hESC or	
raising	 serious	ethical	issues:	
severe	intervention	on	humans)

Ethics experts
Evaluation/
Grant	preparation
phase

Review of	application material

3.	Ethics Check/Audit Ethics experts Implementation phase Review	of	project	
deliverables/interview	with	
applicants



Ethics	on	Proposal	Stage

Ø Applicants should proactively demonstrate that all ethical
issues have been considered;

Ø Ethical issues in	applications should be	very carefully
drafted

Ø (How	to	complete	your	ethics	self-assessment – Guidance
document))



Ethics	on	Proposal	Stage

Section 4	„Ethics Issues Table”	– 10	Questions

1. HUMAN	EMBRYOS/FOETUSES

2. HUMANS

3. HUMAN	CELLS	/	TISSUES

4. PERSONAL	DATA

5. ANIMALS

6. THIRD	COUNTRIES

7. ENVIRONMENT	&	HEALTH	and	SAFETY

8. DUAL	USE

9. MISUSE

10. OTHER	ETHICS	ISSUES



Proposal	Part	A	



Proposal	Part	B	– Section	5.1	Ethics	

• Section 5	„Ethics and	Security”

Provide appropriate
documents as	evidence



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.”



Evaluation	– Ethics	Review

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

1)Ethics screening

2)	Ethics assesment (if appropriate/recommended)



Evaluation	– Ethics	Screening

• Conducted during scientific evaluation (or soon after)
• Application’s self-assessment considered;
• Proposals requiring ethical approval at national level

identified,
• Experts may recommend Ethics Assessment due to	the	

complexity or the	nature of	the	ethical issues



Evaluation	– Ethics	Assessment	(Ethics	Experts)

Ø In-depth	analysis	of	the	ethical	issues	–only
conducted	when	appropriate/recommended

Ø Limited	number	of	proposals:
• Severe	intervention	on	humans;
• Lack	of	appropriate	ethics	framework	in	the	country	
where	the	research	will	be	performed;

• Automatically	for	all proposals	involving	Human	
Embryonic	Stems	Cells	(hESCs).

Ø Ethics	screening	and	assessment	normally	occurs	
prior	to	the	signing	of	the	grant	agreement



Section 5.2	Security

Answer to	the	questions	listed in	this part	of	proposal template:

- activities or results raising security issues:	(Y/N);

- „EU-classified information”	as	background or results :	(Y/N)

ARTICLE	37	-SECURITY-RELATED	OBLIGATIONS of	the	Grant	Agreement
37.1 Results	with	a	security	recommendation	
37.2	Classified information

COMMISSION	DECISION	(EU,	Euratom)	2015/444	
of	13	March	2015	
on	the	security	rules	for	protecting	EU	classified	information	



Resourses



Call	with	a	focus on	Ethics

21



Ethics Helpdesk

22



Useful	resources
Ethics	Issues	Table	template	
http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual
/hi/ethics/ethics-eit_en.pdf
How	to	complete	your	ethics	self-assessment	
http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual
/hi/ethics/h2020_hi_ethics-self-assess_en.pdf
Horizon	2020	Online	Manual	– Ethics	
http://ec.europa.eu/research/participants/docs/h2020-funding-
guide/cross-cutting-issues/ethics_en.htm
Ethics	for	researchers	
http://ec.europa.eu/research/participants/data/ref/fp7/89888/ethics-for-
researchers_en.pdf
Strategy	to	minimize	ethical	misconduct	
http://ec.europa.eu/research/participants/data/ref/fp7/89797/improper-
use_en.pdf
Textbook	on	ethics	in	research	http://ec.europa.eu/research/science-
society/document_library/pdf_06/textbook-on-ethics-report_en.pdf
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Credits	/	Disclaimer

©	“Turkey	in	Horizon	2020”

The	information	and	advice	contained	in	this	presentation are	the	sole	responsibility	of	the	project	team	
and	can	in	no	way	be	taken	to	reflect	the	views	of	the	European	Union. The	team	of	"Turkey	in	Horizon	
2020"	project	is	not	responsible	for	the	consequences	of	errors	or	omissions	herein	enclosed. Re-use	of	
information	contained	in	this	presentation	for	non-commercial	purposes	is	authorised	and	free	of	charge,	
provided	the	source	is	acknowledged.	Our	project	team	is	not	responsible	for	any	impact	or	adverse	
effects	on	third	parties	connected	with	the	use	or	re-use	made	of	the	information	contained	in	this	
presentation.
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