University of Leeds proportionate ethical review form

All research carried out by staff or students at the University of Leeds involving any of the following requires ethical approval:

· Human participants, their data or their tissue or
· Adverse environmental impact. 

Ethical approval must be obtained before research begins and before potential participants are approached. The proportionate ethical review application process is used for research where the ethical issues raised by the research are minimal and which have been adequately addressed by the researcher(s). The form may also be used to determine whether a full application for ethical approval is required. 
Instructions

Please complete each section. If a question does not apply please write N/A rather than leaving it blank. 

NB: Before completing the form check that your answers to C1 and C2 indicate your project is suitable for proportionate ethical review. Further information about the application process is available at http://ris.leeds.ac.uk/UoLethicsapplication.
Section A1 – Application details – to be completed by all applicants
	Grant reference # 
	
	Ethics reference # 
	

	Research title
	

	Proposed start date
	dd/mm/yy
	Proposed end date
	dd/mm/yy

	Is the research externally funded?
	yes/ no  (delete as applicable)

	If yes, please name the funder
	


Section A2 – Contact details – to be completed by all applicants
	Principal Investigator
	

	Position
	

	Department/ School/ Institute
	

	Faculty
	

	Work address
	

	Telephone number
	

	Email address
	


Section A3 – for students only

	Qualification working towards (eg Masters, PhD)
	

	Supervisor’s name
	

	Department/ School/ Institute
	

	Supervisor’s telephone number
	

	Supervisor’s email address
	

	Module name and number (if applicable)
	


Section A4 – to be completed by the student’s supervisor

	
	Yes
	No

	The topic merits further research
	
	

	I believe that the student has the skills to carry out the research
	
	


Section B – to be completed by all applicants

	B1: Provide a brief summary of the research, outlining the aims and objectives and/or research questions and the proposed methodology. Explain how research participants will be identified, approached and recruited and what they will be asked to do. (max 300 words) 

	


	B2: Where and in what format(s) will research data and signed consent forms be retained? (max 200 words) Guidance is available at http://ris.leeds.ac.uk/ResearchDataManagement.

	


	Section C1 – High Risk Ethical Issues – to be completed by all applicants
	Yes
	No

	Will the study involve potentially vulnerable people or groups (eg young people, those with a learning disability or cognitive impairment, individuals in a dependent or unequal relationship or those who could be vulnerable because of the nature of the study)? 
	
	

	Are there any potential conflicts of interest? 
	
	

	Is there the possibility of an actual or a perceived power imbalance (eg research involving students you teach)?
	
	

	Will permission from a gatekeeper be required for initial or continued access to participants? (This does not include situations where someone is sharing information about the study with a wide group of potential participants but instead refers to research where a gatekeeper will be involved in selecting individual participants or research in communities where access to research participants is not possible without the permission of another adult, such as another family member or a community leader.) 
	
	

	Will the study involve discussion of topics that could be considered sensitive (eg sexual activity, drug use)?
	
	

	Will blood or other tissue samples be obtained from the participants?
	
	

	Will the study involve intrusive interventions or data collection methods? (Eg the administration of substances; involving physical or emotional stress; or techniques where participants are persuaded to reveal information which they would not otherwise disclose in the course of everyday life. Also research which would or might induce psychological stress, anxiety or humiliation, or cause harm or more than minimal distress.)
	
	

	Will the study involve prolonged or repetitive testing?
	
	

	Will the study involve participatory action research or members of the public in a research capacity?
	
	

	Will participants be taking part in the research without their knowledge and consent (eg covert observation of people in non-public places)?
	
	

	Will the study involve social media and participants recruited or identified through the internet, in particular when the understanding of privacy in these settings is contentious or where sensitive issues are discussed - for example in ‘closed’ discussion groups where there is potential for quotes and visual images to be identifiable?
	
	

	Will financial inducements (other than reasonable expenses and compensation for time) be offered to participants? (Guidance available at http://ris.leeds.ac.uk/involvingresearchparticipants.) 
	
	

	Are there any risks to the safety and wellbeing of the researchers, or individuals not directly involved in the research?
	
	

	Will the study involve international partners or research undertaken outside the European Economic Area where there may be issues of local practice and political sensitivities? 
NB: If the study involves research conducted inside the EEA please include a copy of your authorised fieldwork risk assessment with your application. 
	
	

	Will the study involve secondary data that is not already publically available?
	
	

	Will the study involve linking or sharing of data or confidential information beyond the initial consent?
	
	

	Will the study involve the transfer of identifiable data outside the European Economic Area?
	
	

	Will the study require ethical review from the NHS? (Refer to http://ris.leeds.ac.uk/NHSethicalreview for guidance in identifying circumstances which require NHS review)
	
	


If you have answered ‘no’ to all of the questions in section C1, please proceed to section C2.

If you have answered ‘yes’ to any of the questions in section C1 you do not need to complete the remainder of this form. Instead you must complete an application for full ethical review either by the University or the NHS. 
For University applications please refer to http://ris.leeds.ac.uk/uolethicsapplication. 
For NHS applications please contact governance-ethics@leeds.ac.uk for further advice. 
Section C2 – Protocols for ethical research – to be completed by all applicants 
Please indicate which of the protocols for ethical research are applicable to your study, and whether the study will be carried out in accordance with each protocol. 

	Protocol
	Tick if the protocol is applicable to the study
	Will the study be carried out in accordance with this protocol? (only answer for protocols which are appropriate to the study)

	
	
	Yes
	No

	Data protection, anonymisation and storage and sharing of research data
	
	
	

	Informed consent
	
	
	

	Verbal consent
	
	
	

	Reimbursement for participants
	
	
	

	Low risk observation
	
	
	


If you have answered ‘no’ to any of the questions in section C2 you will need to complete a full ethical review application. Please refer to http://ris.leeds.ac.uk/uolethicsapplication. 
Section C3 – Key Ethical Issues – to be completed by all applicants
	Does the study involve any other ethical issues outside of those covered in section C1 and C2?  If yes please give details:
	Yes
	No

	
	
	

	


To speed up the review of a proportionate ethical review application it is helpful if relevant supporting documentation (ie information sheets, consent forms, interview/ questionnaire questions) is also submitted for review.

D1
Declaration – to be completed by all applicants

Applicants should read and sign the following declaration before submitting the application.
In signing this research ethics declaration I am confirming that:

· The research ethics application form is accurate to the best of my knowledge and belief. 

· I have read the University’s Research Ethics Policies and policies relating to ethics (available at http://ris.leeds.ac.uk/ResearchEthicsPolicies) 
· I have read and agree to abide by the research ethics protocols (available at http://ris.leeds.ac.uk/downloads/download/465/light_touch_ethics_application) applicable to the project and which are listed in Section C1 of the Research Ethics Application form.

· There is no potential material interest that may, or may appear to, impair the independence and objectivity of researchers conducting this project.

· I have received authorisation from the relevant authorities to carry out the research.

· I undertake to inform the REC administrator of any significant changes to the project.

· I understand that the project, including research records and data, may be subject to inspection for audit purposes at any time in the future.

· I understand that personal data about me contained in this form will be held by those involved in the ethics review procedure (e.g. the Senior Research Ethics Administrator and/ or ethics reviewers) and that it will be managed according to Data Protection Act principles.

For supervisors of research students only: 
· I have discussed the ethical issues arising from the research with the student and have read the application and agree that it has been completed accurately and fully.

Signature: 

................................................................


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


Supervisor’s signature (if applicable): 

................................................................
 

Print name: .............................................


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


Completed applications should be submitted to relevant Research Ethics Committee via the email addresses listed at http://ris.leeds.ac.uk/info/74/contacting_us/108/frecs. 
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