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COFUND-R2STAIR Ethics Appraissal Procedure
All applicants are requested to complete an Ethics Appraisal Procedure. It is composed of three different parts. It starts with the Ethics Issues Table (EIT). Furthermore, only if any ethics issues apply and has been pointed out in the EIT, the applicants must complete an Ethics self-assessment and explain how they will address the ethics concerns in an additional Ethics Statement. Applications which do not include completed this ethics section will not be accepted for review, deeming as ineligible.

The Ethics Issues Table is identical to other Horizon 2020 proposals. Applicants will be asked whether her/his application deals with any ethics issues, pointing out the page number in the proposal in which these concerns appear.

Therefore, only when ethics issues have been affirmatively identified in the Ethics Issues Table, the applicants must complete the Ethics Self-Assessment, writing also an Ethics Statement of not more than 2 pages, including a description of the nature of these issues and how they plan to deal with them, annexing the Ethics Statement to the Research Proposal.


The Ethics Issues Table (EIT)
	1. HUMAN EMBRYOS/FOETUSES
	
	Page

	Does your research involve Human Embryonic Stem Cells (hESCs)?
	[bookmark: __Fieldmark__12678_2298438460][bookmark: __Fieldmark__12678_2298438460][bookmark: __Fieldmark__4162_1902706412][bookmark: __Fieldmark__102_278851735][bookmark: __Fieldmark__1105_3510668683][bookmark: __Fieldmark__7116_1758325329][bookmark: __Fieldmark__122_3510668683][bookmark: __Fieldmark__11939_3510668683][bookmark: __Fieldmark__328_257569573][bookmark: __Fieldmark__41_1713505241][bookmark: __Fieldmark__12707_2298438460][bookmark: __Fieldmark__12707_2298438460]YES |_|  NO |_|
	

	Does your research involve the use of human embryos?
	[bookmark: __Fieldmark__12716_2298438460][bookmark: __Fieldmark__12716_2298438460][bookmark: __Fieldmark__4194_1902706412][bookmark: __Fieldmark__102_2788517351][bookmark: __Fieldmark__1105_35106686831][bookmark: __Fieldmark__7116_17583253291][bookmark: __Fieldmark__122_35106686831][bookmark: __Fieldmark__11939_35106686831][bookmark: __Fieldmark__4922_257569573][bookmark: __Fieldmark__78_1713505241][bookmark: __Fieldmark__12745_2298438460][bookmark: __Fieldmark__12745_2298438460]YES |_|  NO |_|
	

	Does your research involve the use of human foetal tissues / cells?
	[bookmark: __Fieldmark__12754_2298438460][bookmark: __Fieldmark__12754_2298438460][bookmark: __Fieldmark__4228_1902706412][bookmark: __Fieldmark__102_2788517352][bookmark: __Fieldmark__1105_35106686832][bookmark: __Fieldmark__7116_17583253292][bookmark: __Fieldmark__122_35106686832][bookmark: __Fieldmark__11939_35106686832][bookmark: __Fieldmark__4929_257569573][bookmark: __Fieldmark__115_1713505241][bookmark: __Fieldmark__12783_2298438460][bookmark: __Fieldmark__12783_2298438460]YES |_|  NO |_|
	

	2. HUMANS
	
	Page

	Does your research involve human participants?
	[bookmark: __Fieldmark__12794_2298438460][bookmark: __Fieldmark__12794_2298438460][bookmark: __Fieldmark__4262_1902706412][bookmark: __Fieldmark__102_2788517353][bookmark: __Fieldmark__1105_35106686833][bookmark: __Fieldmark__7116_17583253293][bookmark: __Fieldmark__122_35106686833][bookmark: __Fieldmark__11939_35106686833][bookmark: __Fieldmark__4936_257569573][bookmark: __Fieldmark__154_1713505241][bookmark: __Fieldmark__12823_2298438460][bookmark: __Fieldmark__12823_2298438460]YES |_|  NO |_|
	

	Does your research involve physical interventions on the study participants?
	[bookmark: __Fieldmark__12832_2298438460][bookmark: __Fieldmark__12832_2298438460][bookmark: __Fieldmark__4294_1902706412][bookmark: __Fieldmark__209_278851735][bookmark: __Fieldmark__1196_3510668683][bookmark: __Fieldmark__7145_1758325329][bookmark: __Fieldmark__201_3510668683][bookmark: __Fieldmark__12042_3510668683][bookmark: __Fieldmark__455_257569573][bookmark: __Fieldmark__191_1713505241][bookmark: __Fieldmark__12861_2298438460][bookmark: __Fieldmark__12861_2298438460]YES |_|  NO |_|
	

	3. HUMAN CELLS / TISSUES
	
	Page

	Does your research involve human cells or tissues (other than from Human Embryos/ Foetuses, i.e. section 1)?
	[bookmark: __Fieldmark__12874_2298438460][bookmark: __Fieldmark__12874_2298438460][bookmark: __Fieldmark__4332_1902706412][bookmark: __Fieldmark__237_278851735][bookmark: __Fieldmark__1220_3510668683][bookmark: __Fieldmark__7147_1758325329][bookmark: __Fieldmark__222_3510668683][bookmark: __Fieldmark__12069_3510668683][bookmark: __Fieldmark__488_257569573][bookmark: __Fieldmark__230_1713505241][bookmark: __Fieldmark__12903_2298438460][bookmark: __Fieldmark__12903_2298438460]YES |_|  NO |_|
	

	4. PERSONAL DATA
	
	Page

	Does your research involve personal data collection and/or processing?
	[bookmark: __Fieldmark__12914_2298438460][bookmark: __Fieldmark__12914_2298438460][bookmark: __Fieldmark__4366_1902706412][bookmark: __Fieldmark__265_278851735][bookmark: __Fieldmark__1244_3510668683][bookmark: __Fieldmark__7167_1758325329][bookmark: __Fieldmark__243_3510668683][bookmark: __Fieldmark__12096_3510668683][bookmark: __Fieldmark__521_257569573][bookmark: __Fieldmark__269_1713505241][bookmark: __Fieldmark__12943_2298438460][bookmark: __Fieldmark__12943_2298438460]YES |_|  NO |_|
	

	Does your research involve further processing of previously collected personal data (secondary use)?
	[bookmark: __Fieldmark__12952_2298438460][bookmark: __Fieldmark__12952_2298438460][bookmark: __Fieldmark__4398_1902706412][bookmark: __Fieldmark__291_278851735][bookmark: __Fieldmark__1266_3510668683][bookmark: __Fieldmark__7169_1758325329][bookmark: __Fieldmark__262_3510668683][bookmark: __Fieldmark__12121_3510668683][bookmark: __Fieldmark__552_257569573][bookmark: __Fieldmark__306_1713505241][bookmark: __Fieldmark__12981_2298438460][bookmark: __Fieldmark__12981_2298438460]YES |_|  NO |_|
	

	5. ANIMALS
	
	Page

	Does your research involve animals?
	[bookmark: __Fieldmark__12992_2298438460][bookmark: __Fieldmark__12992_2298438460][bookmark: __Fieldmark__4432_1902706412][bookmark: __Fieldmark__320_278851735][bookmark: __Fieldmark__1290_3510668683][bookmark: __Fieldmark__7171_1758325329][bookmark: __Fieldmark__283_3510668683][bookmark: __Fieldmark__12148_3510668683][bookmark: __Fieldmark__585_257569573][bookmark: __Fieldmark__345_1713505241][bookmark: __Fieldmark__13021_2298438460][bookmark: __Fieldmark__13021_2298438460]YES |_|  NO |_|
	

	6. THIRD COUNTRIES
	
	Page

	In case non-EU countries are involved, do the research related activities undertaken in these countries raise potential ethics issues?
	[bookmark: __Fieldmark__13032_2298438460][bookmark: __Fieldmark__13032_2298438460][bookmark: __Fieldmark__4466_1902706412][bookmark: __Fieldmark__384_278851735][bookmark: __Fieldmark__1314_3510668683][bookmark: __Fieldmark__7175_1758325329][bookmark: __Fieldmark__304_3510668683][bookmark: __Fieldmark__12175_3510668683][bookmark: __Fieldmark__670_257569573][bookmark: __Fieldmark__384_1713505241][bookmark: __Fieldmark__13061_2298438460][bookmark: __Fieldmark__13061_2298438460]YES |_|  NO |_|
	

	Do you plan to use local resources (e.g. animal and/or human tissue samples, genetic material, live animals, human remains, materials of historical value, endangered fauna or flora samples, etc.)?
	[bookmark: __Fieldmark__13072_2298438460][bookmark: __Fieldmark__13072_2298438460][bookmark: __Fieldmark__4500_1902706412][bookmark: __Fieldmark__410_278851735][bookmark: __Fieldmark__1336_3510668683][bookmark: __Fieldmark__7177_1758325329][bookmark: __Fieldmark__323_3510668683][bookmark: __Fieldmark__12200_3510668683][bookmark: __Fieldmark__701_257569573][bookmark: __Fieldmark__421_1713505241][bookmark: __Fieldmark__13101_2298438460][bookmark: __Fieldmark__13101_2298438460]YES |_|  NO |_|
	

	Do you plan to import any material - including personal data - from non-EU countries into the EU?
	[bookmark: __Fieldmark__13110_2298438460][bookmark: __Fieldmark__13110_2298438460][bookmark: __Fieldmark__4532_1902706412][bookmark: __Fieldmark__436_278851735][bookmark: __Fieldmark__1358_3510668683][bookmark: __Fieldmark__7179_1758325329][bookmark: __Fieldmark__342_3510668683][bookmark: __Fieldmark__12225_3510668683][bookmark: __Fieldmark__732_257569573][bookmark: __Fieldmark__458_1713505241][bookmark: __Fieldmark__13139_2298438460][bookmark: __Fieldmark__13139_2298438460]YES |_|  NO |_|
	

	Do you plan to export any material - including personal data - from the EU to non-EU countries?
	[bookmark: __Fieldmark__13148_2298438460][bookmark: __Fieldmark__13148_2298438460][bookmark: __Fieldmark__4564_1902706412][bookmark: __Fieldmark__462_278851735][bookmark: __Fieldmark__1380_3510668683][bookmark: __Fieldmark__7181_1758325329][bookmark: __Fieldmark__361_3510668683][bookmark: __Fieldmark__12250_3510668683][bookmark: __Fieldmark__763_257569573][bookmark: __Fieldmark__495_1713505241][bookmark: __Fieldmark__13177_2298438460][bookmark: __Fieldmark__13177_2298438460]YES |_|  NO |_|
	

	In case your research involves low and/or lower middle income countries, are any benefits-sharing actions planned?
	[bookmark: __Fieldmark__13192_2298438460][bookmark: __Fieldmark__13192_2298438460][bookmark: __Fieldmark__4602_1902706412][bookmark: __Fieldmark__492_278851735][bookmark: __Fieldmark__1406_3510668683][bookmark: __Fieldmark__7183_1758325329][bookmark: __Fieldmark__384_3510668683][bookmark: __Fieldmark__12279_3510668683][bookmark: __Fieldmark__798_257569573][bookmark: __Fieldmark__536_1713505241][bookmark: __Fieldmark__13221_2298438460][bookmark: __Fieldmark__13221_2298438460]YES |_|  NO |_|
	

	Could the situation in the country put the individuals taking part in the research at risk?
	[bookmark: __Fieldmark__13230_2298438460][bookmark: __Fieldmark__13230_2298438460][bookmark: __Fieldmark__4634_1902706412][bookmark: __Fieldmark__518_278851735][bookmark: __Fieldmark__1428_3510668683][bookmark: __Fieldmark__7185_1758325329][bookmark: __Fieldmark__403_3510668683][bookmark: __Fieldmark__12304_3510668683][bookmark: __Fieldmark__829_257569573][bookmark: __Fieldmark__573_1713505241][bookmark: __Fieldmark__13259_2298438460][bookmark: __Fieldmark__13259_2298438460]YES |_|  NO |_|
	

	7. ENVIRONMENT & HEALTH and SAFETY
	
	Page

	Does your research involve the use of elements that may cause harm to the environment, to animals or plants?
	[bookmark: __Fieldmark__13270_2298438460][bookmark: __Fieldmark__13270_2298438460][bookmark: __Fieldmark__4668_1902706412][bookmark: __Fieldmark__546_278851735][bookmark: __Fieldmark__1452_3510668683][bookmark: __Fieldmark__7237_1758325329][bookmark: __Fieldmark__424_3510668683][bookmark: __Fieldmark__12331_3510668683][bookmark: __Fieldmark__862_257569573][bookmark: __Fieldmark__612_1713505241][bookmark: __Fieldmark__13299_2298438460][bookmark: __Fieldmark__13299_2298438460]YES |_|  NO |_|
	

	Does your research deal with endangered fauna and/or flora and/or protected areas?
	[bookmark: __Fieldmark__13308_2298438460][bookmark: __Fieldmark__13308_2298438460][bookmark: __Fieldmark__4700_1902706412][bookmark: __Fieldmark__572_278851735][bookmark: __Fieldmark__1474_3510668683][bookmark: __Fieldmark__7239_1758325329][bookmark: __Fieldmark__443_3510668683][bookmark: __Fieldmark__12356_3510668683][bookmark: __Fieldmark__893_257569573][bookmark: __Fieldmark__649_1713505241][bookmark: __Fieldmark__13337_2298438460][bookmark: __Fieldmark__13337_2298438460]YES |_|  NO |_|
	

	Does your research involve the use of elements that may cause harm to humans, including research staff?
	[bookmark: __Fieldmark__13346_2298438460][bookmark: __Fieldmark__13346_2298438460][bookmark: __Fieldmark__4732_1902706412][bookmark: __Fieldmark__598_278851735][bookmark: __Fieldmark__1496_3510668683][bookmark: __Fieldmark__7241_1758325329][bookmark: __Fieldmark__462_3510668683][bookmark: __Fieldmark__12381_3510668683][bookmark: __Fieldmark__924_257569573][bookmark: __Fieldmark__686_1713505241][bookmark: __Fieldmark__13375_2298438460][bookmark: __Fieldmark__13375_2298438460]YES |_|  NO |_|
	

	8. DUAL USE
	
	Page

	Does your research involve dual-use items in the sense of Regulation 428/2009, or other items for which an authorisation is required?
	[bookmark: __Fieldmark__13386_2298438460][bookmark: __Fieldmark__13386_2298438460][bookmark: __Fieldmark__4768_1902706412][bookmark: __Fieldmark__626_278851735][bookmark: __Fieldmark__1520_3510668683][bookmark: __Fieldmark__7243_1758325329][bookmark: __Fieldmark__483_3510668683][bookmark: __Fieldmark__12408_3510668683][bookmark: __Fieldmark__957_257569573][bookmark: __Fieldmark__725_1713505241][bookmark: __Fieldmark__13415_2298438460][bookmark: __Fieldmark__13415_2298438460]YES |_|  NO |_|
	

	9. EXCLUSIVE FOCUS ON CIVIL APPLICATIONS
	
	Page

	Could your research raise concerns regarding the exclusive focus on civil applications?
	[bookmark: __Fieldmark__13426_2298438460][bookmark: __Fieldmark__13426_2298438460][bookmark: __Fieldmark__4802_1902706412][bookmark: __Fieldmark__654_278851735][bookmark: __Fieldmark__1544_3510668683][bookmark: __Fieldmark__7245_1758325329][bookmark: __Fieldmark__504_3510668683][bookmark: __Fieldmark__12435_3510668683][bookmark: __Fieldmark__990_257569573][bookmark: __Fieldmark__764_1713505241][bookmark: __Fieldmark__13455_2298438460][bookmark: __Fieldmark__13455_2298438460]YES |_|  NO |_|
	

	10. MISUSE
	
	Page

	Does your research have the potential for misuse of research results?
	[bookmark: __Fieldmark__13466_2298438460][bookmark: __Fieldmark__13466_2298438460][bookmark: __Fieldmark__4836_1902706412][bookmark: __Fieldmark__682_278851735][bookmark: __Fieldmark__1568_3510668683][bookmark: __Fieldmark__7247_1758325329][bookmark: __Fieldmark__526_3510668683][bookmark: __Fieldmark__12462_3510668683][bookmark: __Fieldmark__1023_257569573][bookmark: __Fieldmark__803_1713505241][bookmark: __Fieldmark__13495_2298438460][bookmark: __Fieldmark__13495_2298438460]YES |_|  NO |_|
	

	11. OTHER ETHICS ISSUES
	
	Page

	Are there any other ethics issues that should be taken into consideration? Please specify
	[bookmark: __Fieldmark__13506_2298438460][bookmark: __Fieldmark__13506_2298438460][bookmark: __Fieldmark__4873_1902706412][bookmark: __Fieldmark__710_278851735][bookmark: __Fieldmark__1592_3510668683][bookmark: __Fieldmark__7249_1758325329][bookmark: __Fieldmark__547_3510668683][bookmark: __Fieldmark__12489_3510668683][bookmark: __Fieldmark__1056_257569573][bookmark: __Fieldmark__843_1713505241][bookmark: __Fieldmark__13535_2298438460][bookmark: __Fieldmark__13535_2298438460]YES |_|  NO |_|
	





The Ethics Self-Assessment Table 
(only if any ethics issues apply, and has been pointed out in the EIT)

	Humans

	I confirm that templates of the informed consent forms and information sheets (in language and terms intelligible to the participants) will be kept on file.
	[bookmark: __Fieldmark__13744_2298438460][bookmark: __Fieldmark__13744_2298438460][bookmark: __Fieldmark__5106_1902706412][bookmark: __Fieldmark__1016_278851735][bookmark: __Fieldmark__2051_3510668683][bookmark: __Fieldmark__7249_17583253292][bookmark: __Fieldmark__547_35106686832][bookmark: __Fieldmark__12802_3510668683][bookmark: __Fieldmark__1370_257569573][bookmark: __Fieldmark__1080_1713505241][bookmark: __Fieldmark__13772_2298438460][bookmark: __Fieldmark__13772_2298438460]YES |_|  NO |_|

	I confirm that opinions/approvals by ethics committees and/or competent authorities for the research with humans have been obtained, and are kept on file
	[bookmark: __Fieldmark__13780_2298438460][bookmark: __Fieldmark__13780_2298438460][bookmark: __Fieldmark__5136_1902706412][bookmark: __Fieldmark__1042_278851735][bookmark: __Fieldmark__2055_3510668683][bookmark: __Fieldmark__7249_17583253293][bookmark: __Fieldmark__547_35106686833][bookmark: __Fieldmark__12827_3510668683][bookmark: __Fieldmark__1401_257569573][bookmark: __Fieldmark__1115_1713505241][bookmark: __Fieldmark__13808_2298438460][bookmark: __Fieldmark__13808_2298438460]YES |_|  NO |_|

	Human Cells

	I confirm that confirm that authorisation has been obtained from the primary owner of cells/tissues (including references to ethics approval) and is kept on file.
	[bookmark: __Fieldmark__13817_2298438460][bookmark: __Fieldmark__13817_2298438460][bookmark: __Fieldmark__5170_1902706412][bookmark: __Fieldmark__1069_278851735][bookmark: __Fieldmark__2059_3510668683][bookmark: __Fieldmark__7249_17583253294][bookmark: __Fieldmark__547_35106686834][bookmark: __Fieldmark__12853_3510668683][bookmark: __Fieldmark__1433_257569573][bookmark: __Fieldmark__1151_1713505241][bookmark: __Fieldmark__13845_2298438460][bookmark: __Fieldmark__13845_2298438460]YES |_|  NO |_|

	Data protection

	I confirm that a Data Protection Officer (DPO) has been appointed and the contact details of the DPO are made available to all data subjects involved in the research.
	[bookmark: __Fieldmark__13854_2298438460][bookmark: __Fieldmark__13854_2298438460][bookmark: __Fieldmark__5202_1902706412][bookmark: __Fieldmark__1096_278851735][bookmark: __Fieldmark__2063_3510668683][bookmark: __Fieldmark__7249_17583253295][bookmark: __Fieldmark__547_35106686835][bookmark: __Fieldmark__12879_3510668683][bookmark: __Fieldmark__1465_257569573][bookmark: __Fieldmark__1187_1713505241][bookmark: __Fieldmark__13882_2298438460][bookmark: __Fieldmark__13882_2298438460]YES |_|  NO |_|

	I confirm that data intended to be processed is relevant and limited to the purposes of the research project (in accordance with the 'data minimisation' principle).
	[bookmark: __Fieldmark__13891_2298438460][bookmark: __Fieldmark__13891_2298438460][bookmark: __Fieldmark__5235_1902706412][bookmark: __Fieldmark__1123_278851735][bookmark: __Fieldmark__2067_3510668683][bookmark: __Fieldmark__7249_17583253296][bookmark: __Fieldmark__547_35106686836][bookmark: __Fieldmark__12905_3510668683][bookmark: __Fieldmark__1497_257569573][bookmark: __Fieldmark__1223_1713505241][bookmark: __Fieldmark__13919_2298438460][bookmark: __Fieldmark__13919_2298438460]YES |_|  NO |_|

	In case of further processing of previously collected personal data, I confirm to have lawful basis for the data processing and that the appropriate technical and organisational measures are in place to safeguard the rights of the data subjects.
	[bookmark: __Fieldmark__13927_2298438460][bookmark: __Fieldmark__13927_2298438460][bookmark: __Fieldmark__5267_1902706412][bookmark: __Fieldmark__1149_278851735][bookmark: __Fieldmark__2071_3510668683][bookmark: __Fieldmark__7249_17583253297][bookmark: __Fieldmark__547_35106686837][bookmark: __Fieldmark__12930_3510668683][bookmark: __Fieldmark__1528_257569573][bookmark: __Fieldmark__1258_1713505241][bookmark: __Fieldmark__13955_2298438460][bookmark: __Fieldmark__13955_2298438460]YES |_|  NO |_|

	I confirm that the data used are publicly available and can be freely used for the purpose of the project.
	[bookmark: __Fieldmark__13963_2298438460][bookmark: __Fieldmark__13963_2298438460][bookmark: __Fieldmark__5297_1902706412][bookmark: __Fieldmark__1175_278851735][bookmark: __Fieldmark__2075_3510668683][bookmark: __Fieldmark__7249_17583253298][bookmark: __Fieldmark__547_35106686838][bookmark: __Fieldmark__12955_3510668683][bookmark: __Fieldmark__1559_257569573][bookmark: __Fieldmark__1293_1713505241][bookmark: __Fieldmark__13991_2298438460][bookmark: __Fieldmark__13991_2298438460]YES |_|  NO |_|

	I confirm that the transfer(s) of personal data from the EU to a non-EU country or international organisation, is(are)  in accordance with Chapter V of the General Data Protection Regulation 2016/679.
	[bookmark: __Fieldmark__14001_2298438460][bookmark: __Fieldmark__14001_2298438460][bookmark: __Fieldmark__5331_1902706412][bookmark: __Fieldmark__1201_278851735][bookmark: __Fieldmark__2079_3510668683][bookmark: __Fieldmark__7249_17583253299][bookmark: __Fieldmark__547_35106686839][bookmark: __Fieldmark__12980_3510668683][bookmark: __Fieldmark__1590_257569573][bookmark: __Fieldmark__1328_1713505241][bookmark: __Fieldmark__14029_2298438460][bookmark: __Fieldmark__14029_2298438460]YES |_|  NO |_|

	I confirm that the transfer(s) of personal data from a non-EU country to the EU (or another third state) comply(ies) with the laws of the country in which the data was collected.
	[bookmark: __Fieldmark__14039_2298438460][bookmark: __Fieldmark__14039_2298438460][bookmark: __Fieldmark__5363_1902706412][bookmark: __Fieldmark__1228_278851735][bookmark: __Fieldmark__2083_3510668683][bookmark: __Fieldmark__7249_175832532910][bookmark: __Fieldmark__547_351066868310][bookmark: __Fieldmark__13005_3510668683][bookmark: __Fieldmark__1621_257569573][bookmark: __Fieldmark__1363_1713505241][bookmark: __Fieldmark__14067_2298438460][bookmark: __Fieldmark__14067_2298438460]YES |_|  NO |_|

	I confirm that confirm that templates of the informed consent forms and information sheets (in language and terms intelligible to the participants) are kept on file.
	[bookmark: __Fieldmark__14075_2298438460][bookmark: __Fieldmark__14075_2298438460][bookmark: __Fieldmark__5393_1902706412][bookmark: __Fieldmark__1254_278851735][bookmark: __Fieldmark__2087_3510668683][bookmark: __Fieldmark__7249_175832532911][bookmark: __Fieldmark__547_351066868311][bookmark: __Fieldmark__13030_3510668683][bookmark: __Fieldmark__1652_257569573][bookmark: __Fieldmark__1398_1713505241][bookmark: __Fieldmark__14103_2298438460][bookmark: __Fieldmark__14103_2298438460]YES |_|  NO |_|

	Animal

	I confirm that training certificates/personal licenses of the staff involved in animal experiments have been obtained and will be kept on file.
	[bookmark: __Fieldmark__14112_2298438460][bookmark: __Fieldmark__14112_2298438460][bookmark: __Fieldmark__5424_1902706412][bookmark: __Fieldmark__1281_278851735][bookmark: __Fieldmark__2091_3510668683][bookmark: __Fieldmark__7249_175832532912][bookmark: __Fieldmark__547_351066868312][bookmark: __Fieldmark__13056_3510668683][bookmark: __Fieldmark__1684_257569573][bookmark: __Fieldmark__1434_1713505241][bookmark: __Fieldmark__14140_2298438460][bookmark: __Fieldmark__14140_2298438460]YES |_|  NO |_|

	I confirm that relevant authorisations for animal experiments (covering also the work with genetically modified animals, if applicable) have been obtained, and will be kept on file.
	[bookmark: __Fieldmark__14150_2298438460][bookmark: __Fieldmark__14150_2298438460][bookmark: __Fieldmark__5458_1902706412][bookmark: __Fieldmark__1307_278851735][bookmark: __Fieldmark__2095_3510668683][bookmark: __Fieldmark__7249_175832532913][bookmark: __Fieldmark__547_351066868313][bookmark: __Fieldmark__13081_3510668683][bookmark: __Fieldmark__1715_257569573][bookmark: __Fieldmark__1469_1713505241][bookmark: __Fieldmark__14178_2298438460][bookmark: __Fieldmark__14178_2298438460]YES |_|  NO |_|

	Third country

	I confirm that the research performed outside the EU is compatible with the Union, National and International legislation and could have been legally conducted in one of the EU Member States.
	[bookmark: __Fieldmark__14187_2298438460][bookmark: __Fieldmark__14187_2298438460][bookmark: __Fieldmark__5490_1902706412][bookmark: __Fieldmark__1334_278851735][bookmark: __Fieldmark__2099_3510668683][bookmark: __Fieldmark__7249_175832532914][bookmark: __Fieldmark__547_351066868314][bookmark: __Fieldmark__13107_3510668683][bookmark: __Fieldmark__1747_257569573][bookmark: __Fieldmark__1505_1713505241][bookmark: __Fieldmark__14215_2298438460][bookmark: __Fieldmark__14215_2298438460]YES |_|  NO |_|

	I confirm that fair benefit-sharing arrangements with stakeholders from low and/or lower-middle income countries are ensured during the project.
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	Environmental protection and safety

	I confirm that appropriate health and safety procedures conforming to relevant local/national guidelines/legislation are followed for staff involved in this project.
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	I confirm that authorisations for relevant facilities (e.g. security classification of laboratory, GMO authorisation) have been obtained and will be kept on file.
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The Ethics Statement
(only if any ethics issues apply, and has been pointed out in the EIT)

The additional Ethics Statement of a maximum of two pages must cover 3 points:

Point 1.- Explain briefly the ethical dimension of the objectives, methodology and likely impact in particular with regard to:

· the research objectives (e.g. study of vulnerable populations, cooperation with a Third Country, etc.);
· the research methodology (e.g. clinical trials, involvement of children and related information and consent/assent procedures, data protection and privacy issues related to data collected, etc.); 
· processing of sensitive personal data;
· safeguard of the rights and freedoms of the data subjects/research participants;
· the potential impact of the research (e.g. dual use issues, environmental damage, malevolent use, etc.);
· appropriate health and safety procedures - conforming to relevant local/national guidelines/legislation - for the staff involved;
· possible harm to the environment the research might cause (e.g.  environmental risks of nanomaterials), and measures that will be taken to mitigate the risks.

Point 2.- Explain how the proposal complies with ethical principles and the applicable international, EU and national law in the country/countries where the activity raising ethical issues is to be carried out.

· Please note that activities carried out in a non-EU country must comply with the laws of that country AND be allowed in at least one EU Member State. Applicants must confirm in this section that this condition is met.

· For more information on how to deal with non-EU countries[footnoteRef:2] please see Article 34 of the Annotated Model Grant Agreement, as well as the rules for the protection of personal data inside and outside the EU.  [2: 	 In the context of ethics review, non-EU countries are all Non-member States, i.e. also Associated Countries.
] 


Point 3.- Explain if the applicant has already or not yet applied for an official ethics committee, received its ethics approval, or have or not the required ethics documents when submitting the proposal.

If they are already available, it is possible to add the relevant ethics documents as annexes. If they are not in English, they must be submitted together with an English summary. Please list the documents provided with their expiry date. 

If they are not yet these relevant ethics documents, please indicate the approximate date by which they will be obtained the relevant approvals and/or authorisations and any other ethics documents. 

In that case, the applicant must state explicitly that she/he will not proceed with any research with ethical implications before obtaining the necessary authorisations and/or opinions of IPHES-CERCA RRI Committee.
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