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Research Ethics: Block Exceptional Approval 

Ethical review is key to ensuring the integrity of research and the protection of research participants and relevant others in a research project. DMU expects that all projects undergo an appropriate level of ethical review. 

Whilst normally this review is done on a project-by-project basis, there are occasions where reviews with a broader scope, i.e. covering more than one discrete project (programme level), are more useful and appropriate. 
This applies to where basic research is undertaken by students as part of a taught module on a routine basis or as part of a programme of work that is extremely low risk. Such cases will be typified by, for the most part, a consistency in practice and approach in terms of the research process, and where the research is assessed to be extremely low risk
. This will include projects where pedagogic research might be involved, and where students are engaged as co-producers of knowledge through the undertaking of research in their capacity as consultants.

ESSENTIAL CRITERIA THAT NEEDS TO BE MET IN TOTALITY
Where is block ethical approval most appropriate?

Block exceptional approval is appropriate where:

1. The projects do not involve any high-risk areas, or where the ethical risks are static and well-understood. Risk definitions are provided at Appendix 2 
2. The project design and methodologies are static (or subject to only minor change).

3. The risk of any unexpected ethics concerns arising is minimal, e.g. multisite, collaborative projects are at a higher risk of developing complications.

4. There is no requirement for the student to complete ethics as part of their academic development.

5. The relevant supervisor(s) are aware and capable of discharging their responsibilities for the conduct and integrity of the project

Application procedure

Applications for block exceptional approval must be made directly to the BAL Faculty Research Ethics Committee by email to BALResearchEthics@dmu.ac.uk
1. A block application for exceptional ethics approval should be submitted by the programme / module leader. A good programme level application will be broad enough to encompass multiple projects, but not so broad as to fail to highlight the methodologies and potential risks. It also needs to be clear that any projects outside the defined scope of the application will not be covered and will therefore need a separate application. 

2. All applicants need to complete a block exceptional general ethics approval form (Appendix 1). 

APPENDIX 1
Research Ethics: Block Exceptional Approval Form

This checklist should be completed for every module for which approval is being sought. It must be completed and approved before potential participants are approached by students to take part in any research. If approval has not been obtained, students should apply individually for research ethics approval prior to approaching potential research participants.

Section I: Applicant Details 

	1. Name of Applicant:
	

	2. Module Role:
	

	3. Email address:
	


Section II: Module Details 

	4. Module Code: 
	

	5. Module Title: 
	

	6. Faculty/Centre:
	

	7. Description of Research Component(s) of Module
	


8. Do all students undertake common research tasks (e.g. do research on the same topic, using the same research methods, asking the same questions of participants)?










YES
 FORMCHECKBOX 


NO
 FORMCHECKBOX 

If Yes, proceed to Section III, if No continue below:

9. Do students undertake research tasks from a set range (e.g. do they select their research topic from a pre-set range of options; do they employ one of a set range of research methodologies; do they ask questions of a pre-set range of issues)?










YES
 FORMCHECKBOX 


NO
 FORMCHECKBOX 

If Yes, please


a) Provide details of the range of research tasks they undertake

	


b) Outline how you ensure that all students on the module are undertake research which is less than minimal risk

	


If No to both questions 8 and 9: 

It appears unlikely that the module is suited for 'Exceptional General Approval' and you should probably be looking to utilise individual ethical approval. Please consult with the Chair of your Faculty Research Ethics Committee before proceeding with your application.

Section III: Research Activities

	10. Research questions/issues to be addressed
	

	11. Research methods to be employed
	

	12. Method of recruiting research participants
	

	13. Criteria for selecting research participants
	

	14. Expected number of research participants for each student project
	


15. Do students use a common Participant Information and Informed Consent Form?











YES
 FORMCHECKBOX 


NO
 FORMCHECKBOX 


If YES, please paste copy form at the end of this application.

16. Do your responses to questions 10-15 apply to all students?











YES
 FORMCHECKBOX 


NO
 FORMCHECKBOX 

If Yes, proceed to Section IV

If No, please outline how you ensure all students on the programme undertake research which is less than minimal ethical risk (see Section IV for details)

	


Section IV: Research Ethics Checklist 

Please answer each question by ticking the appropriate box: 
















   YES    NO 

	1. Does the study involve participants who are particularly vulnerable or unable to give informed consent (e.g. children, people with learning disabilities, your own students)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Will the study require the co-operation of a gatekeeper for initial access to the groups or individuals to be recruited (e.g. students at school, members of self-help group, residents of nursing home)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Is there a risk that the research topic might lead to disclosure from the participant concerning their beliefs, involvement in illegal actions or any other activities that may represent a threat to themselves or others?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Will the study involve collecting any personal special category information in a form that could allow the participant/ participants to be identified (e.g. identifiers relating to race, ethnic origin, politics, religion, trade union membership, philosophical beliefs, genetics, biometrics, health, sex life or sexual orientation)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Will it be necessary for participants to take part in the study without their knowledge and consent at the time? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Will the study fall under the remit of the sensitive research policy?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Are drugs, placebos or other substances (e.g. food substances, vitamins) to be administered to the study participants or will the study involve invasive, intrusive or potentially harmful procedures of any kind?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Will the study include research that involves animals or animal tissues?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Will blood or tissue samples that fall under the remit of the Human Tissue Authority be obtained from participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Is pain or more than mild discomfort likely to result from the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Could the study induce psychological stress or anxiety or cause harm or negative consequences beyond the risks encountered in normal life?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. Will the study involve prolonged or repetitive testing?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. Will financial inducements (other than reasonable expenses and compensation for time) be offered to participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



If you have answered ‘no’ to all questions, paste a copy of any Participant Information/ Informed Consent Form at the end of this document and then sign and date the form below and submit to the Secretary of the relevant Faculty Research Ethics Committee. 

If you have answered ‘yes’ to any of the questions in Section VI the module is unsuited for 'Exceptional General Approval' and you should look to utilise individual ethical approval for student research. 

Signature:








Date: 

	Please paste copies of participant information sheets/informed consent forms in here before submitting to the Secretary of the BAL Faculty Research Ethics Committee. Specimens of these are available on this link https://www.dmu.ac.uk/research/ethics-and-governance/faculty-specific-procedures/bal.aspx
Please also submit typical questions that will be asked of participants

You will also need to submit with the application 

1.   Details as to what students have been taught concerning Research Ethics. That is, while this process avoids students having to complete research ethics forms, they still need to be aware of research ethics. Copies of PowerPoint slides or other lecture briefs appended to this application form might well be good evidence. 
2.    A plan (appended to this application) to demonstrate as to how the individual or group student projects covered within this application are to be managed to ensure that students stay within ethical parameters 




Please now submit this application to BALResearchEthics@dmu.ac.uk
While this is a block application form, students should append a copy of the authorised form to their submitted projects as evidence that their individual research projects are covered by both authorised research ethics oversight
	

	Chair of the Faculty Research Ethics Committee 

Approval /Rejection/Referral (please delete which does not apply)

*This is the final approval from the Chair of the BAL faculty Research Ethics Committee that this Ethical Approval application has been approved as outlined in the application. 

* This Ethics application is rejected for the following reasons

* This Ethics application is referred back to applicant

* This Ethics application is referred to FREC/UREC for further consideration 

Chair’s Comments (if applicable) 

BAL FREC Chair’s Name:…………………………………………………….

BAL FREC Chair’s Signature:……………………………………………………..

Date:


	HEALTH AND SAFETY – FOR THE APPLICANT AFTER ETHICS AUTHORISATION! 



	 Are any Students planning to undertake their research off- campus?

Yes/No (please delete as appropriate) 

If yes, if any student(s) are planning to undertake research off-campus then they must contact Lisa -Jayne Evans by sending her a copy of this AUTHORISED ethics application form explaining to her that they propose to undertake research off-campus and as such they recognise that a risk assessment is required 

(Lisa-Jayne’s email address is: lisa-jayne.evans@dmu.ac.uk). 

In most cases it is anticipated that Lisa-Jayne will send them a signed risk assessment form advising them how to remain safe and well while undertaking them research. In exceptional cases Lisa-Jayne will meet with them to assess particular risks. 

Once they have received their authorised risk assessment from Lisa-Jayne they should attach it to this authorised ethics application. That is, while this is a block application form the student(s) should append a copy of this authorised form to their submitted projects as evidence that their individual research projects are covered by both authorised research ethics oversight and those procedures relating to Health and safety (where research is conducted off campus) 




APPENDIX 2

RESEARCH ETHICS RISK DEFINITIONS IN BAL 

Low risk studies
It is recognised that there are a significant number of studies undertaken at the University which involve human participants, but which have minimal risks attached. In cases of low risk studies, and also in order to assist in the management of approvals in a timely fashion, the BAL FREC has agreed the use of a “light touch” review.

Without being prescriptive, the types of research anticipated as possibly falling within this category are the following;

· Conducted within the confines of the DMU campus (excluding halls of residence) and recruit DMU staff or students using:

· Anonymous questionnaires, provided that these do not touch on sensitive topics

· Face-to-face or focus group interviews

· Market or opinion research

· Customer satisfaction type surveys

· Previously collected anonymous data held by the university which cannot be traced back to the individuals who provided them by any of the study team

· Performance of verbal/paper & pencil/computer-based tasks,

· Service evaluation/audit/needs assessments

· Observation of performances/behaviour

· Studies which recruit individuals external to DMU (whether or not they are conducted outside the confines of the DMU campus PROVIDED that such data collection is conducted (if interviewing/observing these participants) 

a) During daylight hours (e.g. 9am -5 pm)

b) In a public place (and where in private interview room in a place where others are nearby)

c) The participant makes known exactly where they are visiting to their supervisor on the proposal or ethics application form or some other form of communication

d) Advises family/friends what time they will call to say if they have now finished their interview/observations – or contacts them to say they are continuing their interview/observations at a pre-arranged time (and then organises another pre-arranged time to call to declare they are safe. Also advising their contact that they should contact DMU if they cannot get in touch with the applicant say by phone (if they have not heard anything from the student by the arranged or re-arranged time). 

Please note that these details/plans need to be included on the ethics application form to assure us of student safety off campus while undertaking DMU studies.

Supervisors need to plan as to how to ensure that information is available (as to where the student was visiting) should DMU be contacted to advise that a student has failed to report their safe return from off campus activity. 

Medium risk studies

All research/studies which do not fall within the above high-risk category review criteria will be considered as requiring a medium risk review unless it is agreed that the low risk criteria is met. The BAL FREC (or the chair or delegated person) may at its sole discretion escalate a matter to a higher level of review.

· Studies which recruit participant individuals external to DMU (in circumstances other than those stated on Page 6 that are deemed as low risk) 

· Studies conducted outside the confines of the DMU campus

· Studies that require ethics approval from an independent external ethics committee (e.g., a Health Research Authority)

· Induce anxiety, stress or other harmful psychological states on a momentary basis

· Studies which recruit participants under 18 years old

· Studies recruiting the homeless, or those living in sheltered accommodation

· Studies recruiting those deemed vulnerable adults.

High risk studies

These are the type of studies that are required by our insurers to have this additional approval level

and/or that the University Research Ethics Committee considers are of a nature that this additional review is necessary before the research can commence.

The studies that will fit into this category are those that involve one or more of the following:

· Induce physical discomfort and/or pain beyond which that they may routinely encounter in their everyday life

· Studies into sensitive subjects such as pornography, illegal acts, terrorism, the dark web, etc

· Expose the participants to visual, auditory or other stimuli beyond that which would normally be experienced in everyday life

· Eliciting information from participants that could render them liable to criminal proceedings (e.g. drug abuse or child abuse)

· Alter the participants’ normal patterns of sleeping, eating or drinking

· Visiting areas of potential or actual known violence or conflict
· Research that concerns potential or actual issues of intellectual property
· Participants who are:

· Pregnant  or a breastfeeding mother

· Detained in lawful custody (in a prison, remand centre, young offender institution, secure training centre or attendance centre, or under the powers of the Immigration and Asylum Act 1999)

· Is under the supervision of the probation services

· Individuals who do NOT;

· Have the capacity to give consent in accordance with the Mental Capacity Act 2005

· Have the capacity, or appear not, to give free and informed consent for any reason (including under the influence of drugs or alcohol, being coerced, confused etc.)
� By ‘low risk’ we mean that the research must not involve any participants who could be considered vulnerable, the consent process must be straightforward, there must be no risk of the research leading to disclosures of a sensitive nature or causing anxiety in the research subject and there must be no drugs, placebos etc. involved in the study. 
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