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School of Psychology
School Research Ethics Committee
RESEARCH ETHICS APPLICATION FORM

Applications will be accepted for review on condition that the application is fully complete, including relevant enclosures (e.g., Consent Form/s, Patient Information Sheet/s, questionnaire/s, the research proposal document, etc.).  
SECTION 1

Applicants’ name:
Student no.:


Email address:
Phone no.:


Name of academic programme:
Year (1st, 2nd, etc.):

Supervisor:
Title of Project:

Proposed start date:
Duration (months):


Recommendation to SREC (Subcommittee use only):

Received:
Review Date:

Outcome:
Recommend approval.

Revised application required (present application not ready for referral to SREC).


Refer to SREC for advice (specify issues below).


Approval declined (give reasons below).
Comments (attach additional pages if needed):


Pre-submission Checklist: 

	Topic
	✔

	The Supervisor has signed this form OR I have appended an email from my supervisor approving submission of this form
	

	I have signed the form
	

	I have provided the Information Sheet
	

	I have provided copies of your proposed Consent/Assent Form(s)?
	

	I have justified, not just described, my sample size?)
	

	I have provided a protocol for dealing with distress where necessary?
	

	I have described in detail who and how participants will be approached for consent?
	

	I have provided copies of advertisements etc. used in the recruitment of participants
	

	I have described where I will store information (i.e. the physical location and room where the information will be stored?
	

	I have Garda Vetting through NUI Galway
	

	
	

	Existing data set?
	

	I am using an existing data set for which ethics approval is in place
	

	      IF yes, then I have appended Letter of Information, Letter of Consent and Letter of Approval from the Research Ethics Committee
	

	Does this ethical approval cover your access to this data? If so, please comment on how you can demonstrate this below (e.g. in the original Letter of Consent, do participants consent to a research team, rather than specified individuals, accessing their data, and for future use? Also, are they consenting for their data to be used for unspecified research?):


	

	Undergraduate projects only
	

	The Supervisor has completed the feasibility section below this box
	


Supervisor Section (UNDERGRADUATE STUDENTS ONLY)
Note this section must be completed by the primary project supervisor
Please comment below on the feasibility of the proposed project. Where relevant, please comment on the prevalence of any clinical illness/disorder/condition in the general population and comment on the strategy for accessing this population.

SECTION 2. Study Details

This application must be accompanied by a copy of the research proposal.
1.  Aims and objectives(i.e., what are key research questions?)

2. Scientific/theoretical background to study
 (Approx. 250 words)

3. Brief plan of investigation
 (i.e. what do you intend to do?) (Approx. 250 words)

4. List procedures or investigations involving risks to participants’ well-being or safety (what, when, how often and risks associated with all procedures)


5. Study design 


6. Size of the study (including controls): 

(i) How was the size of the study determined?


(ii) Was there formal statistical input into the overall study design?
YES:
NO:

(iii) What method of analysis will be used?

7. Where will the study take place and in what setting?



8. Does the study involve distribution of a questionnaire?
YES:
NO:
If YES, please append a copy of the questionnaire to this application.


Please indicate whether the appended questionnaire is
Non-validated:
Validated: 

9.  If this is a multi-centre study, please complete the following details:
(i) Which centres are involved?


 (ii) Which ethics committees have been approached, and what is the outcome to date?


(iii) Who will have overall responsibility for the study?


 (iv) Who has control of the data generated?


SECTION 3. Recruitment of participants

1. Who is being studied?

If vulnerable persons are being studied, please describe their particular vulnerability

2. How will the participants in the study be:
(i) Selected?


(ii) Recruited? (please append advertisement materials to application)


3. What criteria will be used for inclusion and exclusion of participants?

(i) Inclusion criteria:


(ii) Exclusion criteria:

(ii) Exclusion criteria:


4. How many participants will be recruited and of what age groups?


5. If applicable, how will the control group in the study be: 

(i) Selected?


(ii) Recruited? (please append advertisement materials to application)


6. What criteria will be used for inclusion and exclusion of the control group?

(i) Inclusion criteria:


(ii) Exclusion criteria:

(ii) Exclusion criteria:


7. If applicable, how many controls will be recruited and of what age group?


8. Are the participants/controls included in this study involved in any other research investigation at the present time?

YES:

NO: 

If YES, please give details


9. Will participants receive any payment or other incentive to participate?


YES:

NO: 

(i) If YES, give details of incentive per participant?


If YES, what is the source of the incentive?


SECTION 4. Consent

1. Is written consent for participation in the study to be obtained?


YES:

NO: 

If YES, please attach a copy of the consent form to be used (Guidance on consent is given in the Guidance Notes)
If NO written consent is to be obtained, please explain why


2. How long will the participant have to decide whether to take part in the study?

(If less than 24 hours, please justify)


3. Does the study include participants whom are not competent English speakers and/or do not comprehend spoken or written English?

YES:

NO: 

If YES, give details of special arrangements made to assist these participants


4. Please attach a copy of the written participant information sheet (see Annex A)
If NO information sheet is to be given to participants, please justify


5. If you are recruiting from vulnerable groups (e.g., children under 16 years of age; people with learning difficulties, dementia, psychological disorders, etc.), please specify and justify


What special arrangements have been made to deal with the issues of consent and assent for vulnerable participants (e.g., Is parental or guardian agreement to be obtained? If so, in what form?)

6. In what way, if any, can the proposed study be expected to benefit the individual who participates?


SECTION 5. Details of interventions

1. Does the study involve the use of any devices or the use of an existing product as part of intervention?

YES:

NO: 

If YES, please provide details in a separate appendix 

2. Does the study involve investigations and/or interventions on either participants or controls?
Investigation/Intervention:

Self completion questionnaires
YES
NO


Interviews/interview administered questionnaires 
YES
NO

Video/audio tape recording 
YES
NO

Other – please detail


Please indicate and justify where treatment is withheld as a result of taking part in the project.


3. Does the study involve the use of functional assessments or functional analysis procedures?  Specify the type to be used and provide a rationale.

4. Does the use of a functional analysis procedure pose any risk to the individual?  If so specify and describe how risk will be minimised.  Please describe termination criteria for the procedure.


SECTION 6. Risks and ethical problems

1. Is this study likely to cause any discomfort or distress, either physical or mental?


YES:

NO: 

If YES, estimate the degree and likelihood of discomfort or distress entailed and the precautions to be taken to minimise them.


Please include other potential embarrassments to the participant that should be explained prior to obtaining consent.
2. What particular ethical problems or issues do you consider to be important or difficult with the proposed study?

(i) Will treatments provided during the study be available if needed at the end of the study?


YES:

NO: 

Not applicable:  



(ii) If NO, is this made clear in the participant information sheet?


YES:

NO: 
 

If NO, please give reasons


SECTION 7. Confidentiality

1. Will the study include the use of any either:

Audio/Video recordings 
YES:

NO: 




Observation of participants: 
YES:

NO: 



If YES to either:

(i) How are confidentiality and anonymity to be ensured?


(ii) What arrangements have been made to obtain consent for these procedures?


(iii) What will happen to the records (e.g., tapes) at the end of the study?


2. Will the study data be held on computer?


YES:

NO: 


If YES, will the data be held so that participants cannot be identified from computer files (i.e. no name, no address,)


YES:

NO: 


If NO, please give reasons


3. Will records (preferably paper records) linking study participant ID with identifying features be stored confidentially?



YES:

NO: 


Please give details of arrangements for confidential storage


For how long will records be retained prior to destruction?


4. Will the participants’ psychological reports be examined by investigators in the study?


YES:
NO: 


If YES, will information relevant only to this study be extracted?


YES:
NO: 
Not applicable:

(i) If extra information is extracted, please justify


(ii) What, if any, additional steps have been taken to safeguard the confidentiality of personal psychological records?


5. Will research workers outside the employment of NUI Galway examine psychological or other personal records?


YES:
NO: 


If YES, it is the responsibility of the applicant and supervisor to ensure that research workers understand that information obtained about and from research participants is confidential to the study and must not be divulged except in legitimate methods of study data presentation or exceptional circumstances as approved by the School of Psychology Research Ethics Advisory Group.

Applicant Declaration

The information in this application form is accurate to the best of my knowledge and belief and I take full responsibility for it.

I agree to supply interim and final reports to my supervisor(s) in relation to this project.

I agree to advise my supervisor in the event of premature termination, suspension or deferral of this project and to provide a report outlining the circumstances for such termination, suspension or deferral.
Applicant’s signature: _______________________________
Date: ________________
NOTE IF YOUR SUPERVISOR HAS NOT PROVIDED A SIGNATURE HERE, THEN PLEASE APPEND AN EMAIL FROM THE SUPERVISOR CONFIRMING THAT HE/SHE APPROVES THE SUBMISSION. 
Supervisor
I am fully aware of the details of this project and agree for it to continue as outlined here. I confirm that the necessary facilities and resources are available to the applicant.

Name: _______________________________
Supervisor’s signature: _______________________________
Date: ________________
Please ensure that this application form and include all relevant enclosures.

THANK YOU.
Annex A
PARTICIPANT INFORMATION SHEET

1
Title of Project:



2
Invitation

Introduce yourself, tell about your programme, purpose of the research and who you are working under/with.

3
Invitation

You are invited to take part in a research study. Before you decide, it is important that you understand why the research is being done and what it will involve. This Participant Information Sheet tells you about the purpose, risks and benefits of this research study. If you agree to take part, we will ask you to sign a Consent Form. If there is anything that you are not clear about, we will be happy to explain it to you. Please take as much time as you need to read this information. You should only consent to participate in this research study when you feel you understand what is being asked of you, and you have had enough time to think about your decision. Thank you for reading this.

4
Purpose of the Study

This study is concerned with . . . [The background and aim of the study should be given. Mention the duration of the study, and avoid using technical language. Try to include a sentence on each of the following: The general subject of the research; what question the study is designed to answer; why this person has been asked to participate (explain how this participant was chosen and how many other participants will be in the study); how this person has been identified or contacted for the study.]

5
Taking Part – What it Involves

[This section should clearly state what taking part in the study will involve for the participant. Potential risks should not be understated or misrepresented as less serious than they are. The questions shown below are some of the things that should be covered in this section.]
Do I have to take part?

It is up to you to decide whether or not to take part. If you do decide to take part you will be given this Information Sheet to keep and be asked to sign a Consent Form. If you decide to take part you are still free to withdraw at any time and without giving a reason. A decision to withdraw at any time, or a decision not to take part, will not affect your rights in any way. 
What will happen to me if I take part?

[Explain what exactly will happen (e.g., interviews, laboratory measurements, etc.). Use straightforward lay language to explain what will happen. Also, what are the participant’s responsibilities? Set down clearly what you expect of them.]

How long will my part in the study last?

[Say how long the participant will be involved in the research, how long the research will last (if this is different), how often you will contact them, and how long each contact/session will be.]

What are the possible benefits in taking part?

[Describe any benefits the participant may receive from participating. For example, if the study includes blood pressure measurement, the participant will be able to learn more about their own blood pressure level.] NOTE: Unless there are specific benefits for participants, this section should read ‘There are no specific benefits for you in participating in this study’. Subsequently you can comment on the broader value of the research.   
5. What are the possible disadvantages and risks of taking part?

[If there are no foreseeable risks attached to taking part, say so here. If there are, it is very important that you state what they are and how you plan to: (a) safeguard the participant, and (b) deal with anything that might happen. Note that your study protocol must include a description of how you will deal with problems that could arise.]
[Example:  If the study includes a questionnaire that measures depression and anxiety, you might say something along the lines that “The study includes a questionnaire that measures your well-being in the recent past. You might find, while you are answering it, that you would like to talk to someone about some of the issues it raises. We will be happy to recommend someone to you.” Note: You must avoid getting involved yourself with the participant’s problems, but you should be able to refer them for appropriate help. These sources of help or onward referral must be planned in advance of commencing the study.]  
6. What happens at the end of the study?

When all participants have been tested (this should be within 6-8 months of your participation), you will receive a summary of one or 2 pages of the main findings. While it could be up to 2 years before final results are published, we would be pleased to include you on an address list to receive publications arising from the study. Only general findings will be reported, without reference to identifiable individual results.

7. What happens if I change my mind during the study?

You are entitled to change your mind about participating in this at any time without disadvantage or penalty.
8. Who do I contact for more information or if I have further concerns?
[The participant should be given a contact point for further information. This can be your name or that of another researcher involved in the study.]

[In addition, the standard paragraph below should also be included.]

If you have any concerns about this study and wish to contact someone in confidence, you may contact the following: 
Student (Add your name, uni address and contact email/phone number)

Student’s Supervisor (Add name, uni address and contact email/phone number)

The Head of School (Dr. John Bogue), School of Psychology, National University of Ireland, Galway at john.bogue@nuigalway.ie or 091493266.
Annex B
CONSENT FORM

Participant Identification No.:


Title of Project:


Name of Researcher:



Please initial box
1.
I confirm that I have read the information sheet for the above 
□

study and have had the opportunity to ask questions.

2.
I am satisfied that I understand the information provided and
□

have had enough time to consider the information.

3.
I understand that my participation is voluntary and that I am
□

free to withdraw at any time, without giving any reason, without 

my legal rights being affected.

4.
I agree to take part in the above study.
□
Name of Participant
Date
Signature 

Researcher
Date
Signature 

1 copy for participant; 1 copy for researcher; 1 copy to be kept with research notes 

FINAL DECISION
School of Psychology Research Ethics Committee


Received:
Review Date:


Outcome:
Approval


Provisional Approval (give reasons below).


Deferral (specify issues below)


Approval declined (give reasons below).
Main Areas of Concern:

Specific Recommendations to the Applicant:


Signed:


Date:








 











 











 





 











 





 









































WHAT IS YOUR CENTRAL AIM?





WHAT IS THE CENTRAL OBJECTIVES OF YOUR PROJECT?





WHAT ARE YOUR RESEARCH QUESTIONS?





Provide a brief summary of the theoetical backdrop to your project.














Provide a brief summary of state-of-the-art knowledge in the area.











Provide a brielf summary of how your project contributes to the area.



























































WHO WILL YOU RECRUIT AND HOW?














WHAT METHOD WILL YOU USE TO ADDRESS YOUR RESEARCH QUESTIONS?

















BRIEFLY DESCRIBE YOUR PROCEDURE (IN PRACTICAL TERMS, WHAT WILL YOU DO?) 




















1??






































What design will you use?





If relevant, what are your outcome/dependent variable(s)?





If relevant, what are your independent/predictor variables?





What is the sample size proposed?








How have you arrived at this sample size (e.g. power calculation or other rationale to be detailed here)?























Identify statistical technique (e.g. ANOVA) or qualitative technique (e.g. Thematic Analysis) here. 



































Contact Name					Department/Centre


























Give details here relating to age, gender, presence of disability etc. here. 





Who will select the research participants (e.g. self-selection, selection by service etc) and what is the basis for this selection strategy





Detail how  you will recruit the participants?













































































































































































NOTE: Unless there are specific benefits for participants in participating in the research, this section should read ‘There are no specific benefits for individuals who benefit in this study’.  



































































































































































































































PLEASE STIPULATE THE LOCATION (e.g. School of Psychology/Supervisors office etc.) AND STORAGE (e.g. locked cabinet).








































































































� A succinct background to be provided and to include reference to published work.


� Please append detailed study protocol to this application; this brief description summarizes protocol only.


� Geographical location; laboratory, hospital, general practice, home visits, etc.


� Under the Data Protection Act, data must be kept safe for no less than 5 years. Therefore, all raw data should be sent to the supervisor, who is responsible for complying with the Act 


� Text in brackets is in the form of instructions to the applicant. Otherwise, the Information Sheet is in the form of text that speaks directly to participants in the project.





