UCD Office of Research Ethics
Horizon2020: Ethics Self - Assessment Requirements (Ireland)

Explanatory notes

1. This document can be used by UCD researchers who answered YES to any questions in the Ethics Issues
Checklist in the proposal forms.

2. Contents of this template are applicable to Irish jurisdiction only. However, a similar template can be used
with regard to other jurisdictions, where specific local requirements will need to be assessed by the
researcher(s).

3. Detailed guidance on how to complete your Ethics Self-Assessment Statement with definitions, explanations,
and exemplary cases are contained in H2020 Programme Guidance: How to complete your ethics self-
assessment

4. Other relevant H2020 EU legislation & guidelines are available on H2020 Ethics web portal

5. Please note that he information provided in this document is not exhaustive and its purpose is to steer
researchers towards specific requirements only. The resources included in this template were chosen to best
exemplify what guidelines may need to be considered by researchers and referenced in their Ethics Self-
Assessment Statements.
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http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual/hi/ethics/h2020_hi_ethics-self-assess_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual/hi/ethics/h2020_hi_ethics-self-assess_en.pdf
http://ec.europa.eu/research/participants/docs/h2020-funding-guide/cross-cutting-issues/ethics_en.htm

UCD Office of Research Ethics
Horizon2020: Ethics Self - Assessment Requirements (Ireland)

Instruction 1: Describe how the proposal meets the national legal and ethical requirements of the country

Table 1: This table gives an overview of the legal and ethical requirements applicable to research with humans or animals conducted in Ireland.

Research
Subjects

Legislative

Requirements

(EU & Irish legislation and
international conventions
that Ireland is signatory of)

Name of the
Competent

Authority (if applicable)

— for licensing &
authorizations

All Humans Data Protection Acts 1988 &

Health Products Regulatory

National Ethical Best
Practice
Requirements &
Guidelines*

UCD (Institutional)
Ethical Best Practice
Requirements

Data Protection Guidelines on | UCD Code of Good Practice in

(Clinical Trials of 2003

Drugs or Medical
Devices)

Declaration of Helsinki 1964
(amended 2013)

European Convention on
Human Rights Act 2003

Control of Clinical Trials Act,
1987

Control of Clinical Trials and
Drugs Act, 1990

European Communities (Clinical
Trials on Medicinal Products for
Human Use) Regulations, 2004

(S.1. 190 of 2004)

European Communities (Clinical
Trials on Medicinal Products for
Human Use) (Amendment)
Regulations 2004 (S.I. 878 of

Authority (HPRA)

Research in the Health Sector | Research

UCD Research Ethics — policies
& guidelines concerning
human research

HSE National Consent Policy

ICRIN Info page

Ethical Review is required by
one of ‘Recognized’ Research
Ethics Committees (with
jurisdiction over the entire
state)
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http://www.dataprotection.ie/docs/LAW-ON-DATA-PROTECTION/795.htm
http://www.dataprotection.ie/docs/LAW-ON-DATA-PROTECTION/795.htm
http://www.wma.net/en/30publications/10policies/b3/
http://www.irishstatutebook.ie/2003/en/act/pub/0020/
http://www.irishstatutebook.ie/2003/en/act/pub/0020/
http://www.irishstatutebook.ie/1987/en/act/pub/0028/index.html
http://www.irishstatutebook.ie/1987/en/act/pub/0028/index.html
http://www.irishstatutebook.ie/eli/1990/act/17/enacted/en/html
http://www.irishstatutebook.ie/eli/1990/act/17/enacted/en/html
http://www.irishstatutebook.ie/2004/en/si/0190.html
http://www.irishstatutebook.ie/2004/en/si/0190.html
http://www.irishstatutebook.ie/2004/en/si/0190.html
http://www.irishstatutebook.ie/2004/en/si/0190.html
http://www.irishstatutebook.ie/2004/en/si/0878.html
http://www.irishstatutebook.ie/2004/en/si/0878.html
http://www.irishstatutebook.ie/2004/en/si/0878.html
http://www.irishstatutebook.ie/2004/en/si/0878.html
http://www.hpra.ie/homepage/medicines/regulatory-information/clinical-trials/clinical-trial-applications
http://www.hpra.ie/homepage/medicines/regulatory-information/clinical-trials/clinical-trial-applications
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/National_Consent_Policy/consenttrainerresource/trainerfiles/NationalConsentPolicyDOC.html
http://www.molecularmedicineireland.ie/icrin
http://www.molecularmedicineireland.ie/uploads/Contact%20Information%20for%20Irish%20Recognised%20Ethics%20Committees%281%29.pdf
http://www.molecularmedicineireland.ie/uploads/Contact%20Information%20for%20Irish%20Recognised%20Ethics%20Committees%281%29.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/researchethics/policies_guidelines/
http://www.ucd.ie/researchethics/policies_guidelines/
http://www.ucd.ie/researchethics/policies_guidelines/

Research
Subjects

Legislative

Requirements

(EU & Irish legislation and
international conventions
that Ireland is signatory of)

All Humans 2004

(clinical trials

. European Communities (Clinical
continued)

Trials on Medicinal Products for
Human Use) (Amendment No.2)

Regulations 2006 (S.l. 374 of
2006)

European Communities (Clinical
Trials On Medicinal Products
For Human Use) (Amendment)
Regulations 2009 (S.I. 1 of
2009)

Name of the
Competent

Authority (if applicable)

— for licensing &
authorizations

UCD Office of Research Ethics
Horizon2020: Ethics Self - Assessment Requirements (Ireland)

National Ethical Best
Practice
Requirements &
Guidelines*

UCD (Institutional)
Ethical Best Practice
Requirements

Adult Humans Data Protection Acts 1988 &

Health Products Regulatory

Data Protection Guidelines on

UCD Code of Good Practice in

(non- clinical trials, 2003

fields of science and
humanities. Incl.
personal data and
non-embryonic
human cells/tissues)

Declaration of Helsinki 1964
(amended 2013)

European Convention on
Human Rights Act 2003

S.l. No. 158/2006 - European
Communities (Quality and
Safety of Human Tissues and
Cells) Regulations 2006

S.l. No. 598/2007 - European
Communities (Human Tissues
and Cells Traceability

Authority (HPRA) - donation,

procurement, testing,
processing, preservation,
storage or distribution of
tissues or cells for human
applications

Research in the Health Sector

Research

HSE National Consent Policy

ICRIN Info page

Irish Council for Bioethics
Recommendations on the Use

Ethical Review is required
either by a local (i.e. hospital,
prisons service etc.) and/or
UCD Research Ethics
Committee (enquire directly
in UCD Office of Research

of Human Biological Material

Ethics)

in Research
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http://www.irishstatutebook.ie/2004/en/si/0878.html
http://www.irishstatutebook.ie/2006/en/si/0374.html
http://www.irishstatutebook.ie/2006/en/si/0374.html
http://www.irishstatutebook.ie/2006/en/si/0374.html
http://www.irishstatutebook.ie/2006/en/si/0374.html
http://www.irishstatutebook.ie/2006/en/si/0374.html
http://www.irishstatutebook.ie/2009/en/si/0001.html
http://www.irishstatutebook.ie/2009/en/si/0001.html
http://www.irishstatutebook.ie/2009/en/si/0001.html
http://www.irishstatutebook.ie/2009/en/si/0001.html
http://www.irishstatutebook.ie/2009/en/si/0001.html
http://www.dataprotection.ie/docs/LAW-ON-DATA-PROTECTION/795.htm
http://www.dataprotection.ie/docs/LAW-ON-DATA-PROTECTION/795.htm
http://www.wma.net/en/30publications/10policies/b3/
http://www.irishstatutebook.ie/2003/en/act/pub/0020/
http://www.irishstatutebook.ie/2003/en/act/pub/0020/
http://www.irishstatutebook.ie/2006/en/si/0158.html
http://www.irishstatutebook.ie/2006/en/si/0158.html
http://www.irishstatutebook.ie/2006/en/si/0158.html
http://www.irishstatutebook.ie/2006/en/si/0158.html
http://www.irishstatutebook.ie/2007/en/si/0598.html
http://www.irishstatutebook.ie/2007/en/si/0598.html
http://www.irishstatutebook.ie/2007/en/si/0598.html
http://www.hpra.ie/homepage/blood-tissues-organs/tissues-and-cells
http://www.hpra.ie/homepage/blood-tissues-organs/tissues-and-cells
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/National_Consent_Policy/consenttrainerresource/trainerfiles/NationalConsentPolicyDOC.html
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/National_Consent_Policy/consenttrainerresource/trainerfiles/NationalConsentPolicyDOC.html
http://www.molecularmedicineireland.ie/icrin
http://health.gov.ie/wp-content/uploads/2014/07/Human_Biological_Material1.pdf
http://health.gov.ie/wp-content/uploads/2014/07/Human_Biological_Material1.pdf
http://health.gov.ie/wp-content/uploads/2014/07/Human_Biological_Material1.pdf
http://health.gov.ie/wp-content/uploads/2014/07/Human_Biological_Material1.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/researchethics/contact/
http://www.ucd.ie/researchethics/contact/

Legislative

Requirements

(EU & Irish legislation and
international conventions
that Ireland is signatory of)

Research
Subjects

Requirements, Notification of
Serious Adverse Reactions and
Events and Certain Technical
Requirements) Regulations
2007

Adult Humans
(continued)

Name of the
Competent

Authority (if applicable)
— for licensing &
authorizations

UCD Office of Research Ethics
Horizon2020: Ethics Self - Assessment Requirements (Ireland)

National Ethical Best
Practice
Requirements &
Guidelines*

UCD (Institutional)
Ethical Best Practice
Requirements

Data Protection Acts 1988 &
2003

Minor Humans
(under 18 years of

age) Declaration of Helsinki 1964
(amended 2013)

European Convention on
Human Rights Act 2003

United Nations Convention on
the Rights of the Child (UNCRC)
1989

Not applicable

Data Protection Guidelines on

UCD Code of Good Practice in

Research in the Health Sector

Research

Department of Health and
Children Guidance for
Developing Research Projects
Involving Children

HSE National Consent Policy

Ethical Review is required
either by a local and/or UCD
Research Ethics Committee
(enquire directly in UCD Office
of Research Ethics)

Data Protection Acts 1988 &
2003

Humans with
Disability

Declaration of Helsinki 1964
(amended 2013)

European Convention on
Human Rights Act 2003

Not applicable

Data Protection Guidelines on

UCD Code of Good Practice in

Research in the Health Sector

Research

National Disability Authority
Ethical Guidance for Research
with People with Disabilities

HSE National Consent Policy

Ethical Review is required by
a local and/or UCD Research
Ethics Committee (enquire
directly in UCD Office of
Research Ethics)
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http://www.irishstatutebook.ie/2007/en/si/0598.html
http://www.irishstatutebook.ie/2007/en/si/0598.html
http://www.irishstatutebook.ie/2007/en/si/0598.html
http://www.irishstatutebook.ie/2007/en/si/0598.html
http://www.irishstatutebook.ie/2007/en/si/0598.html
http://www.dataprotection.ie/docs/LAW-ON-DATA-PROTECTION/795.htm
http://www.dataprotection.ie/docs/LAW-ON-DATA-PROTECTION/795.htm
http://www.wma.net/en/30publications/10policies/b3/
http://www.irishstatutebook.ie/2003/en/act/pub/0020/
http://www.irishstatutebook.ie/2003/en/act/pub/0020/
http://www.childrensrights.ie/resources/united-nations-convention-rights-child-introduction-childrens-rights-alliance
http://www.childrensrights.ie/resources/united-nations-convention-rights-child-introduction-childrens-rights-alliance
http://www.childrensrights.ie/resources/united-nations-convention-rights-child-introduction-childrens-rights-alliance
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://www.dcya.gov.ie/documents/Publications/Ethics_Guidance.pdf
http://www.dcya.gov.ie/documents/Publications/Ethics_Guidance.pdf
http://www.dcya.gov.ie/documents/Publications/Ethics_Guidance.pdf
http://www.dcya.gov.ie/documents/Publications/Ethics_Guidance.pdf
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/National_Consent_Policy/consenttrainerresource/trainerfiles/NationalConsentPolicyDOC.html
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/researchethics/contact/
http://www.ucd.ie/researchethics/contact/
http://www.dataprotection.ie/docs/LAW-ON-DATA-PROTECTION/795.htm
http://www.dataprotection.ie/docs/LAW-ON-DATA-PROTECTION/795.htm
http://www.wma.net/en/30publications/10policies/b3/
http://www.irishstatutebook.ie/2003/en/act/pub/0020/
http://www.irishstatutebook.ie/2003/en/act/pub/0020/
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://nda.ie/Policy-and-research/Research/Research-Quality-Criteria/
http://nda.ie/Policy-and-research/Research/Research-Quality-Criteria/
http://nda.ie/Policy-and-research/Research/Research-Quality-Criteria/
http://nda.ie/Policy-and-research/Research/Research-Quality-Criteria/
http://www.hse.ie/eng/about/Who/qualityandpatientsafety/National_Consent_Policy/consenttrainerresource/trainerfiles/NationalConsentPolicyDOC.html
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/researchethics/contact/
http://www.ucd.ie/researchethics/contact/
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National Ethical Best
Practice
Requirements &
Guidelines*

Name of the
Competent

Authority (if applicable)
— for licensing &
authorizations

Not applicable

Research
Subjects

Legislative

Requirements

(EU & Irish legislation and
international conventions
that Ireland is signatory of)

Convention on Human Rights Data Protection Guidelines on

UCD (Institutional)
Ethical Best Practice
Requirements

UCD Code of Good Practice in

Human Embryos,

and Biomedicine (Convention of Research in the Health Sector

Research

Stem Cells and Oviedo) and

Cloning
Additional Protocol on
Prohibition of Human Cloning

Ethical, Scientific and Legal
Issues Concerning Stem Cell
Research Opinion (Irish

Council for Bioethics, 2008)

European Commission
Statement on Research
Activities Involving Human
Embryonic Stem Cells

Ethical Review is required by
a local and/or UCD Research
Ethics Committee (enquire
directly in UCD Office of
Research Ethics)

Animal Health and Welfare Act,
2013

HPRA — The 3R’s (scroll down
to links to guidelines
endorsed by HPRA)

Health Products Regulatory

Authority (HPRA)

Animals

European Union (Protection of
Animals used for Scientific
Purposes) Regulations 2012 (Sl

543 of 2012)

UK NC3Rs

European Union (Protection of
Animals used for Scientific
Purposes) (Amendment)
Regulations 2013 (SI 434 of

2013)

European Union (Protection of
Animals used for Scientific
Purposes) (Amendment)
Regulations 2014 (SI 174 of

2014)

UCD Code of Good Practice in

Research

UCD Policy on the Use of
Animals for Research &

Teaching

UCD AREC Guidelines (access
by staff only)

Ethical Review is required by
UCD Animal Research Ethics
Committee (enquire directly
in UCD Office of Research
Ethics)
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http://conventions.coe.int/Treaty/en/Treaties/Html/164.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/164.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/164.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://conventions.coe.int/Treaty/en/Treaties/Html/168.htm
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:373:0012:0015:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:373:0012:0015:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:373:0012:0015:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:373:0012:0015:EN:PDF
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://www.dataprotection.ie/docs/Guidelines-on-research-in-the-Health-Sector/573.htm
http://health.gov.ie/wp-content/uploads/2014/07/Ethical_Scientific_Legal_Issues1.pdf
http://health.gov.ie/wp-content/uploads/2014/07/Ethical_Scientific_Legal_Issues1.pdf
http://health.gov.ie/wp-content/uploads/2014/07/Ethical_Scientific_Legal_Issues1.pdf
http://health.gov.ie/wp-content/uploads/2014/07/Ethical_Scientific_Legal_Issues1.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/researchethics/contact/
http://www.ucd.ie/researchethics/contact/
http://www.irishstatutebook.ie/2013/en/act/pub/0015/index.html
http://www.irishstatutebook.ie/2013/en/act/pub/0015/index.html
http://www.irishstatutebook.ie/2012/en/si/0543.html
http://www.irishstatutebook.ie/2012/en/si/0543.html
http://www.irishstatutebook.ie/2012/en/si/0543.html
http://www.irishstatutebook.ie/2012/en/si/0543.html
http://www.irishstatutebook.ie/2013/en/si/0434.html
http://www.irishstatutebook.ie/2013/en/si/0434.html
http://www.irishstatutebook.ie/2013/en/si/0434.html
http://www.irishstatutebook.ie/2013/en/si/0434.html
http://www.irishstatutebook.ie/2013/en/si/0434.html
http://www.irishstatutebook.ie/2014/en/si/0174.html
http://www.irishstatutebook.ie/2014/en/si/0174.html
http://www.irishstatutebook.ie/2014/en/si/0174.html
http://www.irishstatutebook.ie/2014/en/si/0174.html
http://www.irishstatutebook.ie/2014/en/si/0174.html
http://www.hpra.ie/homepage/about-us/publications-forms/forms-applications/item?id=d8caf925-9782-6eee-9b55-ff00008c97d0
http://www.hpra.ie/homepage/about-us/publications-forms/forms-applications/item?id=d8caf925-9782-6eee-9b55-ff00008c97d0
https://www.hpra.ie/homepage/veterinary/scientific-animal-protection/3r's
https://www.nc3rs.org.uk/
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/t4cms/Policy%20on%20the%20Use%20of%20Animals%20for%20Research%20Teaching%20090216.pdf
http://www.ucd.ie/t4cms/Policy%20on%20the%20Use%20of%20Animals%20for%20Research%20Teaching%20090216.pdf
http://www.ucd.ie/t4cms/Policy%20on%20the%20Use%20of%20Animals%20for%20Research%20Teaching%20090216.pdf
https://intranet.ucd.ie/researchethics/policies/index.html
http://www.ucd.ie/researchethics/contact/
http://www.ucd.ie/researchethics/contact/
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Table 2: This table refers to legal and ethical requirements with regard to areas of special ethical considerations:
e health & safety, and environmental impact of your research
e FEthical best practice requirements if your research is to take place in the so-called “low and/or lower middle income countries”.
e Dual-use items
e Exclusive focus on civil applications
e Potential misuse of research results

Area for Legislative Name of the Best Practice UCD (Institutional)

Consideration Requirements Competent Requirements & Best Practice
Authority (if applicable) Guidelines Requirements

Health & safety / Legislation re: Health & Safety Health & Safety Authority Regulation for Registration, UCD Home Visits / Face-To-
. and Use of Chemical/Dangerous Evaluation, Authorisation and | Face Interviews Safety
Environmental Substances Environmental Protection Restriction of Chemicals Guidelines
Impact Agency (REACH) Guidelines
Environmental Legislation UCD Laboratory Biosafety
Health & Safety Authority - Guide
Legislation re: Genetically Chemical Agents in Healthcare
Modified Organisms (GMQ’s) UCD Chemical Safety Guide
Health & Safety Authority -
Safe Supply, Use & UCD Fieldwork Safety
Management of Chemicals Guidelines
(incl. carcinogens,
nanotechnology etc.) UCD Risk Assessments
Guidelines
Third/Non-EU All research should be carried It is the researcher’s The Ethics of Research UCD Code of Good Practice in
. out within the law of the responsibility to comply with Related to Healthcare in Research
Countries country where the study will regulatory requirements of Developing Countries
take place. It is the researcher’s | the country where the study (Nuffield Council on Bioethics, | Double Ethical Review is
responsibility to comply with all | will take place, including UK) required: first by an
such requirements in that licensing and authorization appropriate local (if available)
country — such as access to requirements as per Irish/EU Ethics in research and and by UCD Research Ethics
participants, data and/or regulatory framework. international cooperation Committee (enquire directly
material transfer and insurance. (European Council) in UCD Office of Research
Ethics)
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http://data.worldbank.org/about/country-and-lending-groups
http://www.hsa.ie/eng/Legislation/
http://www.hsa.ie/eng/Legislation/
http://www.hsa.ie/eng/Legislation/
http://www.epa.ie/pubs/legislation/#.U9YsekC29wg
http://www.epa.ie/licensing/gmo/legislation/#.U9YoF0C29wg
http://www.epa.ie/licensing/gmo/legislation/#.U9YoF0C29wg
http://www.hsa.ie/
http://www.epa.ie/licensing/#.U9Ysq0C29wg
http://www.epa.ie/licensing/#.U9Ysq0C29wg
http://www.epa.ie/enforcement/reach/#.U9Yo4EC29wg
http://www.epa.ie/enforcement/reach/#.U9Yo4EC29wg
http://www.epa.ie/enforcement/reach/#.U9Yo4EC29wg
http://www.epa.ie/enforcement/reach/#.U9Yo4EC29wg
http://www.hsa.ie/eng/Your_Industry/Healthcare_Sector/Chemical_Agents/
http://www.hsa.ie/eng/Your_Industry/Healthcare_Sector/Chemical_Agents/
http://www.hsa.ie/eng/Your_Industry/Chemicals/
http://www.hsa.ie/eng/Your_Industry/Chemicals/
http://www.hsa.ie/eng/Your_Industry/Chemicals/
http://www.hsa.ie/eng/Your_Industry/Chemicals/
http://www.hsa.ie/eng/Your_Industry/Chemicals/
http://www.ucd.ie/t4cms/Home%20Visits%20-%20Face%20To%20Face%20Interviews%20Safety%20Guidelines.pdf
http://www.ucd.ie/t4cms/Home%20Visits%20-%20Face%20To%20Face%20Interviews%20Safety%20Guidelines.pdf
http://www.ucd.ie/t4cms/Home%20Visits%20-%20Face%20To%20Face%20Interviews%20Safety%20Guidelines.pdf
http://www.ucd.ie/sirc/healthandsafety/workplacesafety/biosafety/
http://www.ucd.ie/sirc/healthandsafety/workplacesafety/biosafety/
http://www.ucd.ie/sirc/healthandsafety/workplacesafety/chemicalagentsandnanomaterialssafety/
http://www.ucd.ie/sirc/healthandsafety/workplacesafety/chemicalagentsandnanomaterialssafety/
http://www.ucd.ie/sirc/healthandsafety/workplacesafety/fieldworksafety/
http://www.ucd.ie/sirc/healthandsafety/workplacesafety/fieldworksafety/
http://www.ucd.ie/sirc/healthandsafety/riskassessments/
http://www.ucd.ie/sirc/healthandsafety/riskassessments/
http://nuffieldbioethics.org/project/research-developing-countries/
http://nuffieldbioethics.org/project/research-developing-countries/
http://nuffieldbioethics.org/project/research-developing-countries/
http://nuffieldbioethics.org/project/research-developing-countries/
http://nuffieldbioethics.org/project/research-developing-countries/
ftp://ftp.cordis.europa.eu/pub/fp7/docs/developing-countries_en.pdf
ftp://ftp.cordis.europa.eu/pub/fp7/docs/developing-countries_en.pdf
ftp://ftp.cordis.europa.eu/pub/fp7/docs/developing-countries_en.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/t4cms/Code%20of%20Good%20Practice%20in%20Research%20090216.pdf
http://www.ucd.ie/researchethics/contact/
http://www.ucd.ie/researchethics/contact/

Area for
Consideration

Dual-Use Items

Exclusive focus

on civil
applications*

Potential misuse

of research
results**

UCD Office of Research Ethics

Legislative
Requirements

EC Regulation No 428/2009

Export Licensing Legislation

Horizon2020: Ethics Self - Assessment Requirements (Ireland)

Name of the
Competent

Authority (if applicable)

Ireland: Department of Jobs,

Best Practice
Requirements &

Guidelines
EC Guidance note: Research

Enterprise & Innovations,
Export Licensing Unit

involving dual-use items

UCD (Institutional)
Best Practice

Requirements

There are no UCD policies or
guidelines referring to dual-
use items in research. UCD
researchers should comply
with relevant legislation and
EC guidelines.

EC Horizon 2020 Regulation No.

1291/2013

Not applicable

EC Guidance note: Research
with an exclusive focus on

civil applications

There are no UCD policies or
guidelines referring to
exclusive focus on civil
applications in research. UCD
researchers should comply
with relevant EU regulations
and EC guidelines.

Relevant international law is
listed in H2020 Programme
Guidance: How to complete
your ethics self-assessment
(pp.36-37)

Ireland: Department of Foreign
Affairs website contains a list of
relevant legislation and
regulations concerning
biological and chemical
weapons

See also: ‘Health & Safety /
Environmental Impact’ section
at the top of this table

Ireland: Health & Safety
Authority (for the use of
certain chemical and
biological agents only)

EC Guidance note: Potential
misuse of research

EC Guidance note: Research
on refugees, asylum seekers &

migrants (p.5)

UK Medical Research Council
— Managing risks of research
misuse

Currently, there are no
specific UCD policies and
guidelines concerning
potential misuse of research
results. UCD researchers
should comply with relevant
legislation and EC guidelines.
For guidelines regarding
health and safety
requirements when using
chemical or biological agents,
please contact UCD SIRC (as
per section ‘Health & Safety /
Environmental Impact’ at the
top of this table.

*NOTE 1: Participation of military partners and development of generic technologies and knowledge is permitted under H2020 programme
provided that the research itself has a clear focus on civil applications.
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http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1399888895034&uri=CELEX:02009R0428-20120615
https://www.djei.ie/en/What-We-Do/Trade-Investment/Export-Licences/Export-Licensing-Legislation/
https://www.djei.ie/en/What-We-Do/Trade-Investment/Export-Licences/Export-Licensing-Unit/
https://www.djei.ie/en/What-We-Do/Trade-Investment/Export-Licences/Export-Licensing-Unit/
https://www.djei.ie/en/What-We-Do/Trade-Investment/Export-Licences/Export-Licensing-Unit/
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-dual-use_en.pdf
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=1445880041822&uri=CELEX:32013R1291
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1445880041822&uri=CELEX:32013R1291
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-civil-apps_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-civil-apps_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-civil-apps_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual/hi/ethics/h2020_hi_ethics-self-assess_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual/hi/ethics/h2020_hi_ethics-self-assess_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/grants_manual/hi/ethics/h2020_hi_ethics-self-assess_en.pdf
https://www.dfa.ie/pmun/geneva/disarmament-and-non-proliferation/biological-and-chemical-weapons/
https://www.dfa.ie/pmun/geneva/disarmament-and-non-proliferation/biological-and-chemical-weapons/
http://www.hsa.ie/
http://www.hsa.ie/
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-misuse_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-misuse_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-refugees-migrants_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-refugees-migrants_en.pdf
http://ec.europa.eu/research/participants/data/ref/h2020/other/hi/guide_research-refugees-migrants_en.pdf
https://www.mrc.ac.uk/research/policies-and-guidance-for-researchers/managing-risks-of-research-misuse/
https://www.mrc.ac.uk/research/policies-and-guidance-for-researchers/managing-risks-of-research-misuse/
https://www.mrc.ac.uk/research/policies-and-guidance-for-researchers/managing-risks-of-research-misuse/
http://www.ucd.ie/sirc

UCD Office of Research Ethics
Horizon2020: Ethics Self - Assessment Requirements (Ireland)

**NOTE 2: If applicable, your Ethics Self-Assessment Statement should also include a Risk Assessment section detailing how this risk will be

mitigated. This area does not refer to research misconduct but to the potential risk of potential misuse of materials, technologies and
information (data) generated by the project.
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UCD Office of Research Ethics
Horizon2020: Ethics Self - Assessment Requirements (Ireland)

Instruction 2: Explain in detail how you intend to address the issues in the ethical issues table, in particular
with regard to research objectives, methodology, and the potential impact of the research.

The above instruction is closely linked to the requirements of any ethical review and concerns the following:

e Justification for including human participants (or animals)
e |dentification of potential risks to participants and means of mitigating them.
e Detailed description of selection, recruitment, and consent processes

e Description of methods of data collection, analysis, storage, archiving, transfer, and destruction (if
applicable)

e Description of how confidentiality of data will be maintained.
Below are some general tips on what to include your statement:

e Address each issue that you identified in the Ethics Issues Checklist individually

e Describe how legislative/regulatory and ethical requirements will be fulfilled and confirm your compliance
with relevant regulations in terms of obtaining applicable authorizations and licensing; provide timeframes
for submitting required documents to the funding body.

¢ Identify research ethics committees which will review and approve all aspects of the proposal. If the
proposal is multinational/multisite, identify local ethical review requirements in each participating country,
and provide details and timeframes in your statement.

e Describe in detail consenting procedures, provide copies of Information leaflets and consent forms
templates (for each category of participants).
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