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SETU Animal Research Ethics Committee (AREC)
Application for Ethical Approval – Animal Research Studies 

Purpose
This form is to be used to apply for ethical approval from the SETU Animal Research Ethics Committee (AREC) for animal research studies. It sets out the information required to allow the Committee to assess scientific justification, ethical acceptability, animal welfare implications, and regulatory compliance.
Completion of this form is mandatory prior to the commencement of any animal-associated research unless you have obtained an exemption through the SETU AREC.
Relevant policies and guidance are available at: https://www.setu.ie/research-innovation/researcher-support/researcher-compliance/research-ethics

1. Applicant & Research Team
1.1. Primary Researcher – Name, Title, Email, Phone, School/Faculty:
Enter details
1.2. Principal Investigator / Supervisor – Name, Title, Email, Phone, School/Faculty:
Enter details
1.3. Additional Researchers and Technicians Involved in the Experiment (names, emails, roles):
List names, contacts, roles
1.4. Training Completed (Epigeum Research Integrity + animal‑specific competencies e.g., LAST course or UCD TEARAP):
List and attach certificates in appendices


2. Study Overview
2.1. Study Title:
Click to enter study title
2.2. Start Date i.e. date animals are to be assigned to experimental treatments:
DD/MM/YYYY
2.3. End Date i.e. date application of experimental treatments to animals is withdrawn:
DD/MM/YYYY 
2.4. Lay Summary (≤200 words):
Non‑technical summary of the study and animal involvement. You must use clear, jargon-free, non-scientific language to explain the following as they relate to your study: (1) The objectives; (2) What it is that you propose to do (3) The potential harms and (4) The potential benefits.
2.5. Outline how you have applied the 3Rs (Reduction, Refinement, and Replacement) when designing the proposed study. Discuss each principle separately. (≤200 words):
Reduction — Refinement — Replacement
2.6. Location of Research:
SETU facilities and/or external locations (no personal data)

3. External Approvals & Licensing
3.1. Is a HPRA Licence required? 
Yes/No
3.2. Does your research involve the use of GMOs? If yes, confirm that the EPA have been notified:
Yes/No – if yes, EPA notification details
3.3. Does the research involve the use of infectious agents? If yes, confirm that the SETU Biological Safety Committee have been notified:
Yes/No. SETU Biological Safety Committee details if yes
3.4. Other external approvals (if any):
Enter details

4. Conflict of Interest
4.1. Declare any financial or other conflicts for researchers or sponsors e.g., applicant is a member of SETU AREC, research is funded by a commercial company that may benefit from a favourable outcome, or personal relationships exist between applicant and reviewer:
Enter details or state None

5. Study Details (Animal‑Specific Requirements)
5.1. Aims & Objectives:
Bullet the specific objectives
5.2. Background / Rationale (≤400 words):
Scientific context relevant to animal use
5.3. Experimental Design Outline / Methodology (use of a diagram is encouraged – please include in your study protocol):
Design, blocking/stratification, data collection
NB: Applicants should include the full study protocol as an appendix.
5.4. Live Animals to be used (species/strain, age/weight, sex, source; and total numbers):
	Species/Strain
	Age/Weight
	Sex
	Source
	Total Numbers

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



NB Applicants should maintain confidentiality for privately owned animals.
5.5. Sample Size Calculation. Please outline variables, SD/CV, effect size, power, α (show calculations and software used):
Enter sample size rationale
5.6. Housing & Husbandry (State if in compliance with Annex III of Directive 2010/63/EU; if not, justify any deviation):
State compliance/justification; describe farm conditions if applicable
5.7. Experimental Treatments and Procedures:
	Treatment
	No. of animals
	Procedures, frequency and duration
	Severity band*
	Total time on experiment

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


[bookmark: _Int_ZbpyibgW]*Indicate a severity banding of (i) none, (ii) mild, (iii) moderate, (iv) severe , (v) non-recovery.  The severity banding should reflect any pain, suffering, or distress at the time of performing the procedure and all consequential pain and suffering or distress related to the experimental treatment/procedure.  Please take the frequency and duration of the procedure into account
5.8. Detailed Description of Procedures listed in 5.7 under the following headings: anaesthesia/analgesia regimes being used (if any), procedure previously used and/or validated, training required (if any). Please include a diagram of the timeline of the procedures:
Enter details
5.9 Welfare Monitoring & Adverse Effects. Please detail: 1. Any impact the proposed experimental treatments and/or procedures may have on the animals over the total time on the experiment; 2. How you intend to monitor the animals (i.e., indicators used) and the monitoring frequency; 3. Any action you will take to minimise any potential adverse effects should they arise e.g., intervention criteria and veterinary input:
Enter plan
5.10 Fate of Animals at Study End (Return to herd/flock / Euthanasia / Other – specify):
Select/describe fate
6. Additional Ethical Analysis
6.1 Risks to researchers/others:
Biohazards, radiation, toxins, zoonoses, etc.
6.2 Mitigation Measures:
How the risks above will be minimised
6.3 Additional Ethical Issues:
Anything not captured elsewhere

7. Data Protection & Retention Declaration
All personal data associated with this study will be stored, managed, and destroyed in accordance with the General Data Protection Regulation (EU) 2016/679 (GDPR) and SETU data protection and retention policies. Data will be securely stored, accessed only by authorised personnel, and used solely for the stated purposes of this research. Personal data will be anonymised and will be retained only for the minimum period required and will be securely destroyed in line with institutional and legal requirements.  
Primary Researcher – Name / Date / Signature:
Type name   |   DD/MM/YYYY


8. Submission Checklist (Appendices)
Please note that template letters and forms are available as an appendix in the 'SETU Completing a Research Ethics Application:  A Guidance Document’:
Tick each item you have included:
☐Experimental protocol 
☐Details of training records for each procedure being used if available (list/summary)
☐Records of training (Epigeum Research Integrity. LAST course, UCD TEARAP etc)
☐DPIA Pre‑Screening form 
☐Data Protection Impact Assessment (DPIA) (if required)
☐External funding confirmation (if applicable)
☐External licensing or approvals (EPA etc.)
☐Publication agreement (if applicable)
☐Sample consent form (if applicable)
☐Sample questionnaires (if applicable)
☐Details of revisions related to amendments requested by AREC (if applicable)

9. Declarations and Signatures 
I declare that:
1.	The information provided is accurate and complete
2.	No animal study will commence until SETU AREC approval and any other relevant approvals (e.g. HPRA, EPA etc) are obtained. Please forward HPRA, EPA and other approvals to SETU AREC once obtained
3.	SETU AREC will be notified immediately of any modification to the study 

9.1. Primary Researcher – Name / Date / Signature:
Type name   |   DD/MM/YYYY





9.2. Principal Investigator / Supervisor – Name / Date / Signature:
Type name   |   DD/MM/YYYY
￼
For AREC Use Only
1. AREC Reference Number:

2. Decision:
 ☐ Approved
 ☐Approved subject to minor amendments/clarifications
 ☐ Resubmit (major amendments/clarifications required)
 ☐ Not Approved  

3. Conditions / Notes:
AREC Chair / Delegate

Date:
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