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National College of Ireland
Human Participants Research Ethics Application Form

This form must be completed for ethical review of projects conducted by researchers at NCI involving direct and/or indirect (e.g. online data collection) interaction with human participants, and/or utilisation of identifiable personal data. Staff should submit application forms to the Ethics Committee using the online application portal. Student applications should first be submitted to the relevant Filter Committee; and may be escalated to the Ethics Committee for further review if required. 
All parts of the form below must be completed. However, in certain cases where sections are not relevant to the proposed study, clearly mark NA in the box provided.
Section A: General Information
A.1 Applicant Details
	Name of Applicant/ Principal Investigator (PI)
	

	Status of Applicant
	☐Student (Undergraduate)
☐Student (Postgraduate)
☐Staff

	Email
	

	Student number (if applicable)
	

	Supervisor (if applicable)
	

	Has your supervisor reviewed this application?
	☐Yes
☐No



A.2 Project Details
	Title of Project


	

	Project Risk Category (see guidelines)
	☐Category A
☐Category B

	Proposed Start Date (dd/mm/yy)
	

	Proposed Completion Date (dd/mm/yy) 
	

	Have you read the NCI Research Ethics Policy?


	☐Yes
☐No

	Please indicate any other relevant ethical guidelines/codes of conduct consulted
	

	PRIOR ETHICAL APPROVAL

	Has the research been submitted to any other Ethics Committee?
	☐Yes
☐No

	If YES, provide details and outcomes of process if applicable
	

	RESEARCH FUNDING

	[bookmark: _Hlk224132314]Is this research supported by any form of research funding?
	☐Yes
☐No

	If YES, provide details and indicate whether any restrictions exist on the freedom of the researcher to publish results.
	

	EXTERNAL PARTNERS

	Does the research involve collaboration with partners from other external organisations? 
	☐Yes
☐No

	If YES provide details (name and organization of external partner(s); role in project)
	



Section B: Research Design and Methodology 
Briefly outline the following information (each section should not typically exceed 200 words). Please consult the application guidelines at the end of this form for additional guidance about the required content in each section.
	B.1  Background/rationale for the study

	


	B.2  Research aims and objectives

	


	B.3  Research design

	


	B.4  Research sample and sample size

	


	B.5  Data collection methods
Note provide copies of relevant documents (questionnaires, scales etc.) in Appendices

	


	B.6  Pilot study 

	B.6.1 Will a pilot study be run initially?
	☐Yes
☐No

	B.6.2 If YES, explain what the initial pilot study will involve. If NO, explain why a pilot study is not needed.

	


	B.7  Study procedures 
Note provide relevant supporting documents (copies of informed consent materials, data collection materials etc.) in Appendices

	


	B.8  Data analysis methods

	





Section C: Ethical Risk
	C.1 	Selection and recruitment of participants

	C.1.1 	What inclusion and exclusion criteria will be used, and how will you determine whether participants meet these criteria?

	


	C.1.2 	Where will participants be recruited from, and how will they be selected?

	


	C.1.3 If recruiting through an external organization, please confirm that a letter of agreement from the host institution (agreeing to host the study/support recruitment) will be provided after conditional approval is received from the NCI Ethics Committee is received. 

	☐I confirm that I will provide a letter of approval following receipt of conditional ethical approval

	C.2  Vulnerable Groups

	C.2.1	Will participants be recruited from any of the following vulnerable groups? (Please 	tick all involved)

	☐  Children under 18 years of age
☐  People confined to institutions (e.g. prisoners, residents in 24-hour nursing facilities)
☐  People with a language difficulty
☐  People with an intellectual or learning disability, or neurological condition that may impact capacity to consent
☐  Certain groups of very elderly people (with physical or cognitive impairment)
☐  Those in a subordinate position to, and/or people in dependent or unequal 	relationships with, the researcher (e.g. employees, teacher/lecturer-student, 	therapist-client)
☐  Any other groups who might not understand the research and consent process 	(please provide details)


	C.2.2	If participants are being recruited from any vulnerable groups listed above, describe what special arrangements will be made to protect participants (e.g. informed consent/assent, proxy consent requirements, Garda vetting requirements)

	


	C.2.2 Will participants be recruited from MEDICAL or CLINICAL groups (see definitions in application guidelines below) 
	☐Yes – complete sections C.2.2.1 – C.2.2.3 below
☐No – skip to Section C.3

	C.2.2.1 Please confirm that you have approval from a hospital/specialist/medical ethics committee and will provide a copy of the approval letter
	☐Yes
☐No – provide explanation below as to why this cannot be provided

	


	C.2.2.2 Please confirm that you will provide a letter from a clinically responsible authority at the host institution, detailing support mechanisms in place to address any risk to study participants
	☐Yes
☐No –provide explanation below as to why this cannot be provided

	


	C.2.2.3 Does the study impact on participants medical condition, wellbeing, or health?
	☐Yes – provide a letter of approval from a specialist ethics committee
☐No – provide an explanation below about why you do not expect there to be an impact on medical condition/wellbeing/health

	


	C.3  Risk Assessment
Identify and briefly describe any risks of harm or distress which may arise during the proposed research. Consider the potential for physical risk, social risk, psychological risk and any risk of distress that may result from taking part in the research. Please indicate the steps that will be taken to control this risk or address any harm (e.g. debriefing procedures – provide copies of debriefing materials in the Appendices).

	


	C.4 	Informed Consent

	C.4.1	How will participants be informed of the nature of the study and participation?
Note provide relevant supporting documents (e.g. advertisements, information sheets) in Appendices

	


	C.4.2	What procedures will be used to documents participants consent to participate?
Note provide relevant supporting documents (consent forms) in Appendices

	


	C.4.3 Can participants withdraw at any time without penalty?
	☐Yes
☐No –provide explanation below of any limits on the right to withdrawal


	


	C.4.4 Does the study involve deception?
	☐Yes – complete C.4.6 below
☐No – skip to C.5


	C.4.5 	If deception is used, explain the nature of the deception, provide a justification for the use of deception, and explain how deception will be addressed through disclosure and debriefing. 

	


	C.4.6	Please describe how participants will be informed of dissemination and reporting 	(e.g. publications, presentations, submission for examination). Include specific consideration of dissemination that entails the use of audio, video, and/or photographic records where applicable.

	




Section D: Confidentiality and Data Protection
	D.1  Data form at point of COLLECTION

	D.1.1  Please indicate whether the data collected is:

	☐Identifiable
☐Potentially identifiable
☐Anonymous


	D.1.2 	Provide details of each type of data collected (e.g. audio recordings, survey responses, transcripts, physiological measures)

	


	D.2  Data form when STORED

	D.2.1 Please indicate whether the data stored is:

	☐Identifiable
☐Potentially identifiable
☐Anonymous


	D.2.2	Provide details of each type of data stored (e.g. transcripts, survey responses, physiological measures) and in each case, how data protection and confidentiality will be maximized. Will data be pseudo-anonymised or anonymised?

	


	D.3 Confidentiality

	D.3.1 Who will have responsibility for the data generated by the research?

	


	D.3.2 Who will have access to the data generated by the research?

	


	D.3.3 Where will the data be stored and/or archived?

	


	D3.4 What arrangements are in place to ensure that the identity of participants is protected?

	


	D3.5	If any audio/video recording devices are being used, please describe these below and confirm the procedures in place to secure specific permission for their use.

	


	D.4   Data Archiving and Retention

	D.4.1  Is there a possibility that data will be archived for secondary data analysis? If so, explain how this has been addressed in the informed consent process and include information on how, in which form, and where the data will be stored for secondary analytic purposes. 

	


	D.4.2 If not to be stored for secondary analysis, please confirm that the data will be stored for the required timeframe and destroyed in accordance with NCI data retention policy.
	☐Yes
☐No





Section E: Ethics Application Checklist and Signed Declaration
☐ 	I confirm that I have read the NCI Ethics Policy and agree to abide by this policy in 	conducting this research. 
☐ 	I confirm that the information provided on this form is accurate and complete, with an appropriate level of detail to permit full ethical review. I understand that failure to provide sufficient detail may result in a resubmission being required.
☐ 	I agree to obtain informed consent from all human participants aged over 18 who are involved in this research (or for online data collection, to ensure that informed consent is indicated by continuing with study engagement).
☐ 	I agree to obtain appropriate informed proxy consent from parents/appropriate legal representatives for anyone aged under 18 or with reduced capacity, and informed, documented assent from the participants.
☐ 	I have appended the required supporting documents related to the informed consent process (information sheet, consent form) and debriefing process (debriefing sheet).
☐ 	I have included my contact details and those of my supervisor (where applicable). I have only included my NCI email and will not include any personal contact information in any study materials.
☐ 	I agree to comply with NCI’s Data Retention and Research Integrity Policies.
☐ 	I have appended required letters of agreement (where applicable) from external institutions who will host the study and/or assist with participant recruitment
☐ 	My study involves a medical/clinical group (where applicable), and I have appended required letters of agreement from host institutions or clinically/educationally responsible individuals, and/or the required ethical approval letters from specialist committees.
☐ 	I understand that I am responsible for ensuring my research is carried out in accordance with the information provided in this application.
☐ 	I understand that if I make changes to my study following ethical approval, it is my responsibility to seek an ethics amendment if the change merits ethical consideration.

Signature of Applicant:
Date:

Signature of Supervisor (where applicable):
Date:



Application Form Guidelines
B.1 Background/rationale for the study
Briefly outline the context and scientific/theoretical rationale for the proposed research, with reference to relevant literature as appropriate. 
B.2 Research aims and objectives
List the aims and objectives of the proposed research. For quantitative studies, include the specific hypotheses to be tested. 
B.3 Research design
Describe the overall research approach (e.g. qualitative, quantitative, mixed-methods) and design (e.g. cross-sectional, experimental, case study etc.). Briefly explain how the chosen design is appropriate for the research aims and objectives.
B.4 Research sample and sample size
Describe the target participant group (e.g. demographic characteristics). Describe sampling method, explaining how participants will be recruited. Please indicate the expected sample size (minimum expected sample; note a range may be appropriate in some instances e.g. qualitative studies). Briefly justify why the proposed sample size is appropriate for the study.  
B.5 Data collection methods
Briefly describe the methods that will be used to collect data (e.g. interviews, surveys, observations, experiments). Describe data collection materials (e.g. validated scales, interview guides, experimental paradigms). Copies of all relevant data collection materials must be provided in the Appendices.
B.6 Pilot study
Confirm whether an initial pilot study will be conducted. Pilot studies are usually required if a) a new intervention is being used, b) a new questionnaire, scale or item is being used, or c) established interventions or questionnaires, scales or items are being used on a new population. If no such study is planned, explain why it is not necessary (e.g. because the instruments or procedures used have been previously validated or widely used). 
B.7 Study procedures
Provide a detailed account of the participants’ likely experience in engaging with the study, from the point of first learning about the research, to study completion. Consider factors including how information will be provided to participants, how informed consent will be obtained, the setting or location of the research, the approximate duration of participation, whether participants will be offered breaks, and what happens at the conclusion of their participation (e.g. debriefing). Provide sufficient detail for the ethics committee to understand exactly what participants will be asked to do. Provide copies of any relevant supporting documents (informed consent materials, data collection materials, debriefing materials) in the Appendices.
B.8 Data analysis procedures
Briefly describe how the data collected will be analysed and interpreted. Give details of the analytic process (e.g. statistical procedures planned if quantitative, qualitative approach taken) and any software tools that will be used (if applicable).
C.1 Selection and recruitment of participants
C.1.1 Inclusion and exclusion criteria
Describe the criteria used to determine who is eligible to participate in the study and who will be excluded. Explain how these criteria will be assessed (e.g. self-selection/report by participant, screening questions etc.). Criteria should be clearly justified and consistent with study aims.
C.1.2. Where will participants be recruited from, and how will they be selected?
Explain where participants will be recruited from (e.g. educational institutions, community groups, workplaces, online platforms, social media etc.) and how they will be approached or invited to participate (e.g. advertisement, email invitation, poster, gatekeeper contact). Who will approach potential participants? Please note that the use of NCI email lists to recruit research participants is not permitted.
C.1.3 Recruitment through external organisations
If participants are recruited through an external organisation, researchers will be provided with conditional ethical approval subject to submission of a letter of agreement from the host institution, to confirm that they support the study and agree to assist with recruitment. Explain how the external organisation will support participant recruitment (e.g. circulating study materials, directly approaching potential participants, etc.)
C.2 Vulnerable groups
Researchers must indicate any recruitment of participants from the vulnerable groups as listed on the form and in the NCI Ethics Policy. If vulnerable groups are recruited, additional safeguards are needed to protect participants. These may include:
· parental/guardian consent and participant assent
· proxy consent procedures
· accessible participant information materials
· additional time or support for consent
· safeguarding procedures or legal requirements (e.g., Garda vetting).
C.2.2 Recruitment from medical or clinical populations
These questions specifically relate to the recruitment of participants from a medical group (those currently receiving medical treatment, those not in remission from previous medical treatment, those recruited because of a previous medical condition, healthy controls recruited for a medical study) or clinical group (those undergoing non-medical treatment such as counselling, psychoanalysis, in treatment centres, rehabilitation centres, or similar, or those with a DSM disorder diagnosis). If your study involves a medical or clinical group, you must provide details and confirmation of required additional permission letters and/or ethical approval from specialist committees, as specified on the form. This includes details of any required clinical oversight to address risk to participants, and any potential impact on participants’ medical condition or health. 
C.3 Risk Assessment
Please identify any ethical issues or risks of harm or distress which may arise during the proposed research, and how you will address this risk. Here you need to consider the potential for physical risk, social risk (i.e. loss of social status, privacy, or reputation), outside of that expected in everyday life, and whether the participant is likely to feel distress as a result of taking part in the study. Debriefing sheets must be included in the appendix if required. Consider the participants’ right to withdraw from the study, the statutory limits upon confidentiality, and the obligations of the researcher in relation to Freedom of Information legislation. Debriefing sheets should also include details of helplines and avenues for receiving support in the event that participants become distressed as a result of their involvement in this study. 
C.4 Informed Consent
C.4.1 Informing participants 
Explain how participants will be provided with information about the study, including its purpose, procedures, potential risks, and their rights as participants. This information should normally be provided through a participant information sheet or recruitment materials, which should be included in the Appendices.
C.4.2 Documenting consent
Describe the method used to obtain and record informed consent, such as signed consent forms, electronic consent, or recorded verbal consent where appropriate. Copies of consent materials must be included in the Appendices.
C.4.3 Right to withdraw
Indicate whether participants may withdraw from the study at any time without penalty. If there are limits to withdrawal (for example after anonymisation of data), these must be clearly explained.
C.4.4 Use of deception
Indicate whether the project involves any form of deception (actively misinforming or purposefully not fully informing participants about the true purpose of the research and/or what participation entails). If deception is used, explain:
· the nature of the deception
· why it is necessary for the research design
· why alternative methods are not feasible
· how participants will be fully informed during debriefing.
C.4.6 Dissemination of findings
Explain how participants will be informed about the intended dissemination of research findings, including publications, presentations, or theses. Where audio, video, or photographic materials may be used in dissemination, explain how participants’ consent will be obtained for this use.
D.1 Data Form at Point of Collection
D.1.1 Data Identifiability
Indicate whether the data collected during the study will be:
· Identifiable (direct identifiers such as name or contact details are collected)
· Potentially identifiable (data could identify individuals when combined with other information)
· Anonymous (no identifying information is collected).
D.1.2 Types of Data Collected
Provide a description of all types of data that will be collected, such as survey responses, interview recordings, transcripts, demographic information, observational notes, or physiological measures.
D.2 Data Form When Stored
D.2.1 Data Identifiability During Storage
Indicate the form in which data will be stored after collection (identifiable, potentially identifiable, or anonymous).
D.2.2 Data Storage and Protection Measures
Describe how each type of stored data will be protected, including whether data will be pseudonymised (reversibly de-identified, with separate key to link code to names retained) or anonymised (irreversibly de-identified, where no key exists). Explain security measures such as encrypted storage, password protection, and separation of identifying information from research data.
D.3 Confidentiality
D.3.1 Responsibility for Data
Identify the individual responsible for managing the research data, typically the principal investigator or supervisor.
D.3.2 Access to Data
Specify who will have access to the research data, such as members of the research team or supervisors. Access should be restricted to those who require it for legitimate research purposes.
D.3.3 Data Storage Location
Explain where data will be securely stored, for example on encrypted institutional servers, password-protected drives, or approved cloud storage platforms.
D.3.4 Protection of Participant Identity
Describe the steps taken to protect participant confidentiality, such as assigning participant codes, removing identifying details from transcripts, and reporting findings in aggregate or anonymised form.
D.3.5 Use of Audio or Video Recording
If audio or video recording devices will be used, describe the type of recording and how recordings will be securely stored and managed. Confirm that participants will provide explicit consent for recording.
D.4 Data Archiving and Retention
D.4.1 Data Archiving for Secondary Analysis
If data may be archived for future research or secondary analysis, explain how this possibility will be communicated to participants and included in the consent process. Specify how the data will be stored, in what form, and where it will be archived.
D.4.2 Data Retention and Destruction
If data will not be archived for secondary use, confirm that data will be retained for the period required by institutional policy and then securely destroyed in accordance with the institution’s data retention guidelines.
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