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Ethical Clearance Checklist
(TO BE COMPLETED FOR ALL INVESTIGATIONS INVOLVING HUMAN PARTICIPANTS)

If your research is being conducted off-campus and ethical approval has been granted by an external ethics committee, you may not need to seek full approval from the University Ethical Advisory Committee.  However you will be expected to provide evidence of approval and the terms on which this approval has been granted.
If you believe this statement applies to your research, please contact the Secretary of the Ethical Advisory Committee for confirmation.

If your research is transferring into Loughborough University and approval was obtained from your originating institution, there is a requirement on the University to ensure that appropriate approvals are in place.
If you believe this statement applies to your research, please contact the Secretary of the Ethical Advisory Committee with evidence of former approval and the terms on which this approval has been granted.

It is the responsibility of the individual investigators to ensure that there is appropriate insurance cover for their investigation.
If you are at all unsure about whether or not your study is covered, please contact the Finance Office to check.
Section A: Investigators
Title of Investigation
[bookmark: Text14]     

Name, Status and Email Address of Senior Investigators (University Staff Research Grade II and above):
(Please underline responsible investigator where appropriate)
[bookmark: Text3]     

[bookmark: Text9]Department:      

Name, Status and Email Address of Other Investigators (other University Staff and Students):
[bookmark: Text6]     

[bookmark: Text10]Department:      

A1. Do investigators have previous experience of, and/or adequate training in, the methods employed?
[bookmark: Check108][bookmark: Check109]Yes	|_|	No†	|_| 	†If No, Please provide details below

A2. Will junior researchers/students be under the direct supervision of an experienced member of staff?
Yes	|_|	No†	|_|	†If No, Please provide details below

A3. Will junior researchers/students be expected to undertake physically invasive procedures (not covered by a generic protocol) during the course of the research?
Yes†	|_|	No	|_|	†If Yes, Please provide details below

A4. Are researchers in a position of direct authority with regard to participants (eg academic staff using student participants, sports coaches using his/her athletes in training)?
Yes†	|_|	No	|_|	†If Yes, Please provide details below

If you have selected one of the answers above marked with an † please provide additional information on how you intend to manage the issues (please continue onto a separate sheet if required), then submit this checklist to the Secretary to the EAC:
     
Section B: Participants

Vulnerable Groups
Will participants be knowingly recruited from one or more of the following vulnerable groups?

[bookmark: Check110]B1. Children under 18 years of age					Yes# |_| No |_|
(please refer to published guidelines)
[bookmark: Check112][bookmark: Check113]B2. People over 65 years of age						Yes# |_| No |_|
B3. Pregnant women							Yes# |_| No |_|
B4. People with mental illness						Yes# |_| No |_|
B5. Prisoners/Detained persons						Yes# |_| No |_|
[bookmark: Text34]B6. Other vulnerable group (please specify      )			Yes# |_| No |_|

If you have answered ‘No’ to questions B1-B6, please now go to Section C
#  If the procedure is covered by an existing generic protocol which refers specifically to the vulnerable group(s), please insert reference number here      
If the procedure is not covered by an existing generic protocol, please submit a full application to the Ethical Advisory Committee

Chaperoning Participants 
If appropriate, e.g. studies which involve vulnerable participants, taking physical measures or intrusion of participants' privacy: 

B7. Will participants be chaperoned by more than one investigator at all times?
[bookmark: Check114][bookmark: Check115][bookmark: Check116]Yes |_| No* |_| N/A†|_|	†If N/A, please provide details below

B8. Will at least one investigator of the same sex as the participant(s) be present throughout the investigation?
Yes |_| No* |_| N/A†|_|	†If N/A, please provide details below

B9. Will participants be visited at home?
Yes* |_| No |_| N/A†|_|	†If N/A, please provide details below

* Please submit a full application to the Ethical Advisory Committee.

If you have selected one of the answers above marked with an † please provide additional information on how you intend to manage the issues (please continue onto a separate sheet if required), then submit this checklist to the Secretary to the EAC:
[bookmark: Text21]     
	Section C:	 Methodology/Procedures 



To the best of your knowledge, please indicate whether the proposed study:

[bookmark: Check117][bookmark: Check118]C1. Involves taking bodily samples 				Yes# |_|	No |_|	
	(please refer to published guidelines)
C2. Involves using samples previously collected with consent 
for further research 							Yes# |_|	No |_|	
C3. Involves procedures which are likely to cause physical, psychological, social or emotional distress to participants					Yes# |_|	No |_|	
C4. Is designed to be challenging physically or psychologically in any way (includes any study involving physical exercise)				Yes# |_|	No |_|

[bookmark: Text26]# If the procedure is covered by an existing generic protocol, please insert reference number here      
If the procedure is not covered by an existing generic protocol, please submit a full application to the Ethical Advisory Committee

C5. Exposes participants to risks or distress greater than those encountered in their normal lifestyle							Yes* |_|	No |_|
C6. Involves collection of body secretions by invasive methods Yes* |_|	No |_|
C7. Prescribes intake of compounds additional to daily diet or other dietary manipulation/supplementation 					Yes* |_|	No |_|
C8. Involves testing new equipment				Yes* |_|	No |_|
C9. Involves pharmaceutical drugs 				Yes* |_|	No |_|
	(please refer to published guidelines)
C10. Involves use of radiation					Yes* |_|	No |_|
(please refer to published guidelines).  Investigators should contact the University’s Radiological Protection Officer before commencing any research which exposes participants to ionising radiation – e.g. x-rays).
C11. Involves use of hazardous materials 			Yes* |_|	No |_|
	(please refer to published guidelines)
C12. Assists/alters the process of conception in any way 	Yes* |_|	No |_|
C13. Involves methods of contraception 				Yes* |_|	No |_|
C14. Involves genetic engineering 				Yes* |_|	No |_|
* If you have answered ‘Yes’ to any of the above please submit a full application to the Ethical Advisory Committee

C15. Involves testing new equipment				Yes† |_|	No |_|
† If you have answered ‘Yes’ to C15 please provide more information below (please continue onto a separate sheet if required), then submit this checklist to the Secretary to the EAC.  Please attach a description of the new equipment and a risk assessment.

	Section D: Observation/Recording 


D1. Does the study involve observation and/or recording of participants? 
Yes |_| No |_|	If No, please go to Section E
If Yes,
D2. Will those being observed and/or recorded be informed that the observation and/or recording will take place?						Yes |_| No* |_|

* Please submit a full application to the Ethical Advisory Committee
	Section E: Consent and Deception 



E1. Will participants give informed consent freely? 
[bookmark: Check121]Yes |_|	If yes please complete the Informed Consent section below. 
[bookmark: Check122]No* |_|	*If no, please submit a full application to the Ethical Advisory Committee. 
Note: where it is impractical to gain individual consent from every participant, it is acceptable to allow individual participants to "opt out" rather than "opt in".
Informed Consent
E2. Will participants be fully informed of the objectives of the investigation and all details disclosed (preferably at the start of the study but where this would interfere with the study, at the end)?					Yes |_|	No* |_|

E3. Will participants be fully informed of the use of the data collected (including, where applicable, any intellectual property arising from the research)?
									Yes |_|	No* |_|

E4. For children under the age of 18 or participants who have impairment of understanding or communication:
- will consent be obtained (either in writing or by some other means)?
[bookmark: Check123]Yes |_|	No* |_|	N/A |_|
- will consent be obtained from parents or other suitable person?
[bookmark: Check124]							Yes |_|	No* |_|	N/A |_|
- will they be informed that they have the right to withdraw regardless of parental/ guardian consent?					Yes |_|	No* |_| 	N/A |_|

E5. For investigations conducted in schools, will approval be gained in advance from the Head-teacher and/or the Director of Education of the appropriate Local Education Authority					Yes |_|	No* |_| 	N/A |_|

E6. For detained persons, members of the armed forces, employees, students and other persons judged to be under duress, will care be taken over gaining freely informed consent?					Yes |_|	No* |_| 	N/A |_|

* Please submit a full application to the Ethical Advisory Committee

Deception
E7. Does the study involve deception of participants (ie withholding of information or the misleading of participants) which could potentially harm or exploit participants? 
					Yes |_|	No |_| If No, please go to Section F
If yes, 
E8. Is deception an unavoidable part of the study? 		Yes |_|	No* |_|
E9. Will participants be de-briefed and the true object of the research revealed at the earliest stage upon completion of the study?			Yes |_|	No* |_|
E10. Has consideration been given on the way that participants will react to the withholding of information or deliberate deception? 		Yes |_|	No* |_|

* Please submit a full application to the Ethical Advisory Committee

	Section F: Withdrawal 



F1. Will participants be informed of their right to withdraw from the investigation at any time and to require their own data to be destroyed?	Yes |_|	No* |_|

* Please submit a full application to the Ethical Advisory Committee
	Section G: Storage of Data and Confidentiality



Please see University guidance on Data Collection and Storage

G1. Will all information on participants be treated as confidential and not identifiable unless agreed otherwise in advance, and subject to the requirements of law?
									Yes |_|	No* |_|
G2. Will storage of data comply with the Data Protection Act 1998? 
	(Please refer to published guidelines)				Yes |_|	No* |_|
G3. Will any video/audio recording of participants be kept in a secure place and not released for use by third parties?  				Yes |_|	No* |_|
G4. Will video/audio recordings be destroyed within ten years of the completion of the investigation?							Yes |_|	No* |_|
G5. Will full details regarding the storage and disposal of any human tissue samples be communicated to the participants?				Yes |_|	No* |_|

* Please submit a full application to the Ethical Advisory Committee
	Section H: Incentives 



H1. Have incentives (other than those contractually agreed, salaries or basic expenses) been offered to the investigator to conduct the investigation?
			Yes† |_|	No |_| 		†If Yes, Please provide details below
H2. Will incentives (other than basic expenses) be offered to potential participants as an inducement to participate in the investigation?	
			Yes† |_|	No |_| 		†If Yes, Please provide details below

If you have selected one of the answers above marked with an † please provide additional information on how you intend to manage the issues (please continue onto a separate sheet if required), then submit this checklist to the Secretary to the EAC:
[bookmark: Text27]     

	Section I: Work Outside of the United Kingdom 



G1. Is your research being conducted outside of the United Kingdom?
			Yes |_|	No |_| 		
If Yes, you may need additional insurance cover/clearance for your research. 

If, having completed this checklist, you will be making a full application to the EAC this issue will be checked for you as a part of the process.  If however you do not need to complete a full application please contact Hiten Patel (H.Patel@lboro.ac.uk).

	
Section I: Declarations



Checklist Application only:
If you have completed the checklist to the best of your knowledge without selecting an answer marked with an * or †, your investigation is deemed to conform with the ethical checkpoints and you do not need to seek formal approval from the University's Ethical Advisory Committee.  Please sign the declaration below, and lodge the completed checklist with your Head of Department or his/her nominee.
Declaration
I have read the University’s Code of Practice on Investigations on Human Participants. I confirm that the above named investigation complies with published codes of conduct, ethical principles and guidelines of professional bodies associated with my research discipline.					Please sign below

Checklist with additional information to the Committee:
If, upon completion of the checklist you have ONLY selected answers which require additional information to be submitted with this checklist (indicated by a †), please ensure that all the information is provided in detail and send this checklist to the Secretary to the EAC.

Full Application Needed:
If on completion of the checklist you have selected one or more answers which require the submission of a full proposal please download the relevant form from the Committee’s web page.
A copy of this checklist, signed by your Head of Department should accompany the full submission to the Ethical Advisory Committee.

Signature of Responsible Investigator  		
Signature of Student (if appropriate)		
Signature of Head of Department or his/her nominee	
Date		
Advice to Participants following the investigation
Investigators have a duty of care to participants.
When planning research, investigators should consider what, if any, arrangements are needed to inform participants (or those legally responsible for the participants) of any health related (or other) problems previously unrecognised in the participant.  This is particularly important if it is believed that by not doing so the participants well being is endangered.  Investigators should consider whether or not it is appropriate to recommend that participants (or those legally responsible for the participants) seek qualified professional advice, but should not offer this advice personally.   Investigators should familiarise themselves with the guidelines of professional bodies associated with their research.
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