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UNIVERSITY OF LEEDS RESEARCH ETHICS COMMITTEE APPLICATION FORM 1


Please read each question carefully, taking note of instructions and completing all parts. If a question is not applicable please indicate so. The superscripted numbers (eg8) refer to sections of the guidance notes, available at http://ris.leeds.ac.uk/UoLEthicsApplication. Where a question asks for information which you have previously provided in answer to another question, please just refer to your earlier answer rather than repeating information. 
Information about research ethics training courses: http://ris.leeds.ac.uk/EthicsTraining. 
To help us process your application enter the following reference numbers, if known and if applicable:

	Ethics reference number:
	

	Student number and/ or grant reference:
	


	PART A: Summary


	A.1 Which Faculty Research Ethics Committee would you like to consider this application?2 


[image: image2.wmf]Biological Sciences (BIOSCI)


[image: image3.wmf]Business, Environment and Social Sciences (AREA)


[image: image4.wmf]FS&N, Engineering and Physical Sciences (EPS)


[image: image5.wmf]Medicine and Health (Please specify a subcommittee):


[image: image6.wmf]School of Dentistry (DREC)


[image: image7.wmf]School of Healthcare (SHREC)


[image: image8.wmf]School of Medicine (SoMREC)


[image: image9.wmf]School of Psychology (SoPREC)




	A.2 Title of the research3 



	A.3  Principal investigator’s contact details4

	Name (Title, first name, surname)
	

	Position
	

	Department/ School/ Institute
	

	Faculty
	

	Work address (including postcode)
	

	Telephone number
	

	University of Leeds email address
	


	A.4 Purpose of the research:5 (Tick as appropriate)
[image: image10.wmf] Research
[image: image11.wmf] Educational qualification:  Please specify: _______________________
[image: image12.wmf] Educational Research & Evaluation6
[image: image13.wmf] Medical Audit or Health Service Evaluation7
[image: image14.wmf] Other



	A.5 Select from the list below to describe your research: (You may select more than one)
[image: image15.wmf] Research on or with human participants
[image: image16.wmf] Research which has potential adverse environmental impact.8  If yes, please give details:
[image: image17.wmf] Research working with data of human participants
[image: image18.wmf] New data collected by qualitative methods
[image: image19.wmf] New data collected by quantitative methods
[image: image20.wmf] New data collected from observing individuals or populations
[image: image21.wmf] Routinely collected data or secondary data
[image: image22.wmf] Research working with aggregated or population data
[image: image23.wmf] Research using already published data or data in the public domain
[image: image24.wmf] Research working with human tissue samples (Please inform the relevant Persons Designate if the research will involve human tissue)9



	A.6 Will the research involve NHS staff recruited as potential research participants (by virtue of their professional role) or NHS premises/ facilities?

[image: image25.wmf]Yes       [image: image26.wmf]No        

	If yes, ethical approval must be sought from the University of Leeds. Note that approval from the NHS Health Research Authority may also be needed, please contact FMHUniEthics@leeds.ac.uk for advice.


	A.7 Will the research involve any of the following:10 (You may select more than one)

If your project is classified as research rather than service evaluation or audit and involves any of the following an application must be made to the NHS Health Research Authority via IRAS www.myresearchproject.org.uk as NHS ethics approval will be required. There is no need to complete any more of this form. Further information is available at http://ris.leeds.ac.uk/NHSethicalreview and at http://ris.leeds.ac.uk/HRAapproval. 
You may also contact governance-ethics@leeds.ac.uk for advice.
[image: image27.wmf] Patients and users of the NHS (including NHS patients treated in the private sector)11
[image: image28.wmf] Individuals identified as potential participants because of their status as relatives or carers of  patients and users of the NHS
[image: image29.wmf] Research involving adults in Scotland, Wales or England who lack the capacity to consent for themselves12
[image: image30.wmf] A prison or a young offender institution in England and Wales (and is health related)14
[image: image31.wmf] Clinical trial of a medicinal product or medical device15
[image: image32.wmf] Access to data, organs or other bodily material of past and present NHS patients9
[image: image33.wmf] Use of human tissue (including non-NHS sources) where the collection is not covered by a Human Tissue Authority licence9
[image: image34.wmf] Foetal material and IVF involving NHS patients
[image: image35.wmf] The recently deceased under NHS care
[image: image36.wmf] None of the above

You must inform the Research Ethics Administrator of your NHS REC reference and approval date once approval has been obtained.


	The HRA decision tool to help determine the type of approval required is available at http://www.hra-decisiontools.org.uk/ethics. If the University of Leeds is not the Lead Institution, or approval has been granted elsewhere (e.g. NHS) then you should contact the local Research Ethics Committee for guidance. The UoL Ethics Committee needs to be assured that any relevant local ethical issues have been addressed. 


	A.8 Will the participants be from any of the following groups? (Tick as appropriate)

[image: image37.wmf] Children under 1616       Specify age group: ___________________________________
[image: image38.wmf] Adults with learning disabilities12
[image: image39.wmf] Adults with other forms of mental incapacity or mental illness
[image: image40.wmf] Adults in emergency situations
[image: image41.wmf] Prisoners or young offenders14
[image: image42.wmf] Those who could be considered to have a particularly dependent relationship with the investigator, eg members of staff, students17
[image: image43.wmf] Other vulnerable groups
[image: image44.wmf] No participants from any of the above groups
Please justify the inclusion of the above groups, explaining why the research cannot be conducted on non-vulnerable groups.


	It is the researcher’s responsibility to check whether a DBS check (or equivalent) is required and to obtain one if it is needed. See also http://ris.leeds.ac.uk/healthandsafetyadvice and http://www.homeoffice.gov.uk/agencies-public-bodies/dbs.


	A.9 Give a short summary of the research18 
This section must be completed in language comprehensible to the lay person.  Do not simply reproduce or refer to the protocol, although the protocol can also be submitted to provide any technical information that you think the ethics committee may require. This section should cover the main parts of the proposal.



	A.10 What are the main ethical issues with the research and how will these be addressed?19
Indicate any issues on which you would welcome advice from the ethics committee.



	PART B: About the research team


	B.1  To be completed by students only20

	Qualification working towards (eg Masters, PhD)
	

	Supervisor’s name (Title, first name, surname)
	

	Department/ School/ Institute
	

	Faculty
	

	Work address (including postcode)
	

	Supervisor’s telephone number
	

	Supervisor’s email address
	

	Module name and number (if applicable)
	


	B.2  Other members of the research team (eg co-investigators, co-supervisors) 21

	Name (Title, first name, surname)
	

	Position
	

	Department/ School/ Institute
	

	Faculty
	

	Work address (including postcode)
	

	Telephone number
	

	Email address
	

	

	Name (Title, first name, surname)
	

	Position
	

	Department/ School/ Institute
	

	Faculty
	

	Work address (including postcode)
	

	Telephone number
	

	Email address
	


	Part C: The research


	C.1 What are the aims of the study?22 (Must be in language comprehensible to a lay person.)




	C.2 Describe the design of the research. Qualitative methods as well as quantitative methods should be included. (Must be in language comprehensible to a lay person.)
It is important that the study can provide information about the aims that it intends to address. If a study cannot answer the questions/ add to the knowledge base that it intends to, due to the way that it is designed, then wasting participants’ time could be an ethical issue.



	C.3 What will participants be asked to do in the study?23 (e.g. number of visits, time, travel required, interviews)




	C.4 Does the research involve an international collaborator or research conducted overseas?24
[image: image45.wmf]Yes       [image: image46.wmf]No
If yes, describe any ethical review procedures that you will need to comply with in that country:
Describe the measures you have taken to comply with these:
Include copies of any ethical approval letters/ certificates with your application.


	C.5 Proposed study dates and duration 
Research start date (DD/MM/YY): _________________   Research end date (DD/MM/YY): _________________
Fieldwork start date (DD/MM/YY): _________________   Fieldwork end date (DD/MM/YY): _________________




	C.6. Where will the research be undertaken? (i.e. in the street, on UoL premises, in schools)25



RECRUITMENT & CONSENT PROCESSES

	C.7 How will potential participants in the study be identified, approached and recruited?26
How will you ensure an appropriately convened sample group in order to meet the aims of the research? Give details for subgroups separately, if appropriate. How will any potential pitfalls, for example dual roles or potential for coercion, be addressed? 




	C.8 Will you be excluding any groups of people, and if so what is the rationale for that?27
Excluding certain groups of people, intentionally or unintentionally may be unethical in some circumstances.  It may be wholly appropriate to exclude groups of people in other cases



	C.9 How many participants will be recruited and how was the number decided upon?28
It is important to ensure that enough participants are recruited to be able to answer the aims of the research.
If you have a formal power calculation please replicate it here.

Remember to include all advertising material (posters, emails etc) as part of your application


	C10 Will the research involve any element of deception?29 
If yes, please describe why this is necessary and whether participants will be informed at the end of the study.



	C.11 Will informed consent be obtained from the research participants?30 
[image: image47.wmf]Yes       [image: image48.wmf]No

If yes, give details of how it will be done. Give details of any particular steps to provide information (in addition to a written information sheet) e.g. videos, interactive material. If you are not going to be obtaining informed consent you will need to justify this. 
If participants are to be recruited from any of potentially vulnerable groups, give details of extra steps taken to assure their protection. Describe any arrangements to be made for obtaining consent from a legal representative.
Will research participants be provided with a copy of the Privacy Notice for Research? If not, explain why not. Guidance is available at https://dataprotection.leeds.ac.uk/information-for-researchers.
[image: image49.wmf]Yes       [image: image50.wmf]No



	Copies of any written consent form, written information and all other explanatory material should accompany this application. The information sheet should make explicit that participants can withdraw from the research at any time, if the research design permits. Remember to use meaningful file names and version control to make it easier to keep track of your documents. 
Sample information sheets and consent forms are available from the University ethical review webpage at http://ris.leeds.ac.uk/InvolvingResearchParticipants. 


	C.12 Describe whether participants will be able to withdraw from the study, and up to what point (eg if data is to be anonymised). If withdrawal is not possible, explain why not.
Any limits to withdrawal, eg once the results have been written up or published, should be made clear to participants in advance, preferably by specifying a date after which withdrawal would not be possible. Make sure that the information provided to participants (eg information sheets, consent forms) is consistent with the answer to C12.



	C.13 How long will the participant have to decide whether to take part in the research?31
It may be appropriate to recruit participants on the spot for low risk research; however consideration is usually necessary for riskier projects.



	C.14 What arrangements have been made for participants who might have difficulties understanding verbal explanations or written information, or who have particular communication needs that should be taken into account to facilitate their involvement in the research?32 Different populations will have different information needs, different communication abilities and different levels of understanding of the research topic. Reasonable efforts should be made to include potential participants who could otherwise be prevented from participating due to disabilities or language barriers.



	C.15 Will individual or group interviews/ questionnaires discuss any topics or issues that might be sensitive, embarrassing or upsetting, or is it possible that criminal or other disclosures requiring action could take place during the study (e.g. during interviews or group discussions)?33 The information sheet should explain under what circumstances action may be taken.
[image: image51.wmf]Yes       [image: image52.wmf]No                 If yes, give details of procedures in place to deal with these issues. 



	C.16 Will individual research participants receive any payments, fees, reimbursement of expenses or any other incentives or benefits for taking part in this research?34
[image: image53.wmf]Yes       [image: image54.wmf]No

If Yes, please describe the amount, number and size of incentives and on what basis this was decided.



RISKS OF THE STUDY

	C.17 What are the potential benefits and/ or risks for research participants in both the short and medium-term?35 



	C.18 Does the research involve any risks to the researchers themselves, or people not directly involved in the research? Eg lone working36 
[image: image55.wmf]Yes       [image: image56.wmf]No

If yes, please describe: __________________________________________________
Is a risk assessment necessary for this research? 

If you are unsure whether a risk assessment is required visit http://ris.leeds.ac.uk/HealthAndSafetyAdvice or contact your Faculty Health and Safety Manager for advice.
[image: image57.wmf]Yes       [image: image58.wmf]No         If yes, please include a copy of your risk assessment form with your application. 


RESEARCH DATA
	C.19 Explain what measures will be put in place to protect personal data.  E.g. anonymisation procedures, secure storage and coding of data.  Any potential for re-identification should be made clear to participants in advance.37 Please note that research data which appears in reports or other publications is not confidential, even if it is fully anonymised. For a fuller explanation see http://ris.leeds.ac.uk/ConfidentialityAnonymisation. Further guidance is available at http://ris.leeds.ac.uk/ResearchDataManagement. 



	C.20 How will you make your research data available to others in line with: the University’s, funding bodies’ and publishers’ policies on making the results of publically funded research publically available.  Explain the extent to which anonymity will be maintained. (max 200 words)   Refer to http://ris.leeds.ac.uk/ConfidentialityAnonymisation and http://ris.leeds.ac.uk/ResearchDataManagement for guidance.



	C.21 Will the research involve any of the following activities at any stage (including identification of potential research participants)? (Tick as appropriate)
[image: image59.wmf] Examination of personal records by those who would not normally have access
[image: image60.wmf] Access to research data on individuals by people from outside the research team
[image: image61.wmf] Electronic surveys, please specify survey tool: _______________________________ (further guidance)
[image: image62.wmf] Other electronic transfer of data
[image: image63.wmf] Use of personal addresses, postcodes, faxes, e-mails or telephone numbers
[image: image64.wmf] Use of audio/ visual recording devices (NB this should usually be mentioned in the information for participants) 
[image: image65.wmf] FLASH memory or other portable storage devices
 Storage of personal data on, or including, any of the following:
[image: image66.wmf] University approved cloud computing services 
[image: image67.wmf] Other cloud computing services
[image: image68.wmf] Manual files 
[image: image69.wmf] Private company computers
[image: image70.wmf] Laptop computers
[image: image71.wmf]Home or other personal computers (not recommended; data should be stored on a University of Leeds server such as your M: or N: drive where it is secure and backed up regularly: http://ris.leeds.ac.uk/ResearchDataManagement.) 


	Unclassified and Confidential University data must be kept on the University servers or in approved cloud services such as Office 365 (SharePoint or OneDrive). The N: Drive or Office 365 should be used for the storage of data that needs to be shared. If Highly Confidential information is kept in these shared storage areas it must be encrypted. Highly Confidential data that is not to be shared should be kept on the M: Drive. The use of non‐University approved cloud services for the storage of any University data, including that which is unclassified, is forbidden without formal approval from IT. Further guidance is available via http://ris.leeds.ac.uk/ResearchDataManagement. 


	C.22 How do you intend to share the research data? (Indicate with an ‘X) Refer to http://library.leeds.ac.uk/research-data-deposit for guidance.
[image: image72.wmf] Exporting data outside the European Union
[image: image73.wmf] Sharing data with other organisations
[image: image74.wmf] Publication of direct quotations from respondents
[image: image75.wmf] Publication of data that might allow identification of individuals to be identified
[image: image76.wmf] Submitting to a journal to support a publication

[image: image77.wmf] Depositing in a self-archiving system or an institutional repository

[image: image78.wmf] Dissemination via a project or institutional website

[image: image79.wmf] Informal peer-to-peer exchange

[image: image80.wmf] Depositing in a specialist data centre or archive

[image: image81.wmf] Other, please state: _____________________________________________.
[image: image82.wmf] No plans to report or disseminate the data



	C.23 How do you intend to report and disseminate the results of the study? (Indicate with an ‘X) Refer to http://ris.leeds.ac.uk/ResearchDissemination and http://ris.leeds.ac.uk/Publication for guidance. 
[image: image83.wmf] Conference presentation 
[image: image84.wmf] Peer reviewed journals
[image: image85.wmf] Publication as an eThesis in the Institutional repository
[image: image86.wmf] Publication on website
[image: image87.wmf] Other publication or report, please state: _______________________________
[image: image88.wmf] Submission to regulatory authorities

[image: image89.wmf] Other, please state: _______________________________________________.
[image: image90.wmf] No plans to report or disseminate the results 



	C.24 For how long will data from the study be stored? Please explain why this length of time has been chosen.38     Refer to the RCUK Common Principles on Data Policy and http://ris.leeds.ac.uk/info/71/good_research_practice/106/research_data_guidance/5. 
Students: It would be reasonable to retain data for at least 2 years after publication or three years after the end of data collection, whichever is longer.
________ years,
________ months


CONFLICTS OF INTEREST
	C.25 Will any of the researchers or their institutions receive any other benefits or incentives for taking part in this research over and above normal salary or the costs of undertaking the research?39 
[image: image91.wmf]Yes       [image: image92.wmf]No
If yes, indicate how much and on what basis this has been decided ___________________________________________________________________________



	C.26 Is there scope for any other conflict of interest?40 For example, could the research findings affect the any ongoing relationship between any of the individuals or organisations involved and the researcher(s)? Will the research funder have control of publication of research findings? Refer to http://ris.leeds.ac.uk/ConflictsOfInterest. 
[image: image93.wmf]Yes       [image: image94.wmf]No        
If so, please describe this potential conflict of interest, and outline what measures will be taken to address any ethical issues that might arise from the research. 



	C.27 Does the research involve external funding? (Tick as appropriate)
[image: image95.wmf]Yes       [image: image96.wmf]No        If yes, what is the source of this funding? ___________________________________


	NB: If this research will be financially supported by the US Department of Health and Human Services or any of its divisions, agencies or programmes please ensure the additional funder requirements are complied with. Further guidance is available at http://ris.leeds.ac.uk/FWAcompliance and you may also contact your FRIO for advice. 


	PART D: Declarations


	Declaration by Principal Investigators

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

2. I undertake to abide by the University's ethical and health & safety guidelines, and the ethical principles underlying good practice guidelines appropriate to my discipline.

3. If the research is approved I undertake to adhere to the study protocol, the terms of this application and any conditions set out by the Research Ethics Committee (REC).

4. I undertake to seek an ethical opinion from the REC before implementing substantial amendments to the protocol.

5. I undertake to submit progress reports if required.

6. I am aware of my responsibility to be up to date and comply with the requirements of the law and relevant guidelines relating to security and confidentiality of patient or other personal data, including the need to register when necessary with the University’s Data Protection Controller (further information available via http://ris.leeds.ac.uk/ResearchDataManagement). 
7. I understand that research records/ data may be subject to inspection for audit purposes if required in future.

8. I understand that personal data about me as a researcher in this application will be held by the relevant RECs and that this will be managed according to the principles established in the Data Protection Act.

9. I understand that the REC may choose to audit this project at any point after approval.
Sharing information for training purposes: Optional – please tick as appropriate:
[image: image97.wmf]
I would be content for members of other Research Ethics Committees to have access to the information in the application in confidence for training purposes. All personal identifiers and references to researchers, funders and research units would be removed.

Principal Investigator:
Signature of Principal Investigator: ................................................................ 
(This needs to be an actual signature rather than just typed. Electronic signatures are acceptable)

Print name: ........................................................    Date:
(dd/mm/yyyy): .......................................................
Supervisor of student research: 
I have read, edited and agree with the form above.

Supervisor’s signature: ................................................................ 
(This needs to be an actual signature rather than just typed. Electronic signatures are acceptable)

Print name: ........................................................    Date:
(dd/mm/yyyy): .......................................................




Please submit your form by email to the FREC or School REC’s mailbox.
Remember to include any supporting material such as your participant information sheet, consent form, interview questions and recruitment material with your application. 
To help speed up the review of your application:
· Answer the questions in plain English, avoid using overly technical terms and acronyms not in common use. 
· Answer all the questions on the form, including those with several parts (refer to the guidance if you’re not sure how to answer a question or how much detail is required).
· Include any relevant supplementary materials such as 

· Recruitment material (posters, emails etc)

· Sample participant information sheet 
· Sample consent form. Include different versions for different groups of participants eg for children and adults, clearly indicating which is which.

· Signed risk assessment (If you are unsure whether a risk assessment is required visit http://ris.leeds.ac.uk/HealthAndSafetyAdvice or contact your Faculty Health and Safety Manager for advice).
Remember to include use version control and meaningful file names for the documents. 
· If you are not going to be using participant information sheets or consent forms explain why not and how informed consent will be otherwise obtained.

· If you are a student it is essential that you discuss your application with your supervisor.
· Submit a signed copy of the application, preferably electronically. Students’ applications need to be signed by their supervisors as well. 
UREC Ethics form version 38 (updated 12/11/19)
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