
APPLICANT’S ETHICS CHECKLIST

This checklist is designed to help you to decide whether or not ethics approval is required and, if required, to decide on the appropriate ethics review procedure. 

Who should use the checklist?
The Principal Investigator, or Supervisor in the case of a supervised-student project. 

Information on the 3 research ethics procedures (University & NHS & Alternative) is at: 

www.shef.ac.uk/researchoffice/gov_ethics_grp/ethics/er/ers.html 
**************************************************************

Research Project Title: …
Name of Principal Investigator / Supervisor: …
Name of Student (if applicable): …
Date: …

	The following 3 questions should be answered YES or NO
	


YES or NO?

	Q1.
	Is the proposed project a research project? 

i.e. will it constitute an ‘investigation undertaken in order to gain knowledge and understanding’ (this includes work of educational value designed to improve understanding of the research process)?
	

	
	* If you answer YES to Q1 ethics review may be required.

If you answer NO to Q1 then ethics review is not required. 

	
	
	

	Q2.
	Will the research project involve the NHS?

	

	
	* If you answer YES to Q2 ethics review is required via the NHS.
 

	
	
	

	Q3.
	Will the research project involve
human participants but not the NHS? 
[see important note on the next page which explains which ethics review procedure applies if the research involves human tissue]

	

	
	* If you answer YES to Q1 and to Q3 then ethics review is required either via the University’s ethic review procedure or via the Alternative ethics review procedure. If you answer NO to Q3 then ethics review is not required
(please see the notes on the next page).
 
The definitions of ‘research’, ‘participant’, ‘data’ and ‘tissue’ are at: 
www.shef.ac.uk/researchoffice/gov_ethics_grp/ethics/er/ers.html


Please turn over for notes on when ethics approval is NOT required
and for a note on research involving human tissue
Note on human tissue: 
The University's ethics review procedure can ethically review applications for specific research projects that propose to collect (i.e. to remove), but not to store, human tissue from healthy volunteers subject to and after informed consent has been obtained from the healthy volunteers. 


The NHS National Research Ethics Service (NRES), which governs NHS Research Ethics Committees (NHS RECs), must ethically review applications for specific research projects: 


a) if the research will store human tissue without an HTA license;

and/or

b) if the research will store or use human tissue without consent. 

In order to use human tissue from healthy volunteers that is stored in an HTA-licensed bank housing tissue for unspecified research ethics approval from an NHS REC is required
Ethics approval is NOT required in the following cases:
1. The project is NOT a research project.
2. The research project is a MINOR VARIANT of a ‘low risk’ research project that has been ethically approved within the past three academic years inclusive. This only applies to supervised undergraduate and  postgraduate-taught student research.
Undergraduate and postgraduate-taught student research projects are classed as either ‘low risk’ or potentially ‘high risk’ by the student’s Supervisor. If a Supervisor believes that a particular undergraduate or postgraduate-taught student research project is only a minor variant of a research project that was classed as ‘low risk’ within the past three academic years inclusive then s/he should complete the ‘Minor Variant’ form in full, which is available at:

www.shef.ac.uk/content/1/c6/07/21/24/ethics%20minorvariant.doc
and provide an electronic and signed, dated paper copy of this form to  the academic department’s Ethics Administrator. An explanation of what constitutes a minor variant and what constitutes ‘low risk’ is provided on the form.

3. The research project will only involve truly anonymised or aggregated human data which was collected some time ago and which was, at the time, subject to relevant ethics committee approval.
However, where this is the case the researcher should at least confirm this in an email to the academic department’s Ethics Administrator so that the Ethics Administrator has a record and can inform the Chair of the department’s Ethics Review Panel that the researcher plans to go ahead without ethics approval. The email should confirm that the research project does not require ethics approval because it only involves truly anonymised or aggregated data, which when originally obtained from people was obtained in accordance with the protocol as approved at the time by an appropriate research ethics committee. The email should also briefly explain how the researcher now plans to use the truly anonymised or aggregated data. 

4. Research funded by the Economic and Social Research Council (‘ESRC’):
The ESRC’s Research Ethics Framework states that ethics approval may not be required for data sets that exist in the public domain (e.g. datasets that are available from the Office for National Statistics or from the ESRC’s Data Archive) so long as the appropriate permissions from individuals have already been obtained (i.e. informed consent) and where it is not possible to identify the individuals from the information provided.















