School of Medicine
Student Project Ethics Committee

Application form (U/G and PGT Students)

This application form is for use by undergraduate / PGT Students and must be:-

· completed for every project involving human participants/subjects/human tissues

· authorised by your supervisor &/or module leader

· accompanied by a lay summary of your project proposal, and where appropriate, a copy of the participant 

      information sheet, consent form and questionnaire or interview schedule and peer review form
IT IS THE STUDENT’S RESPONSIBILITY TO ENSURE APPROVAL IS OBTAINED BEFORE potential participants are approached to take part in your project.

	Student Name: 
	

	Course: 


	

	Status: 


	UNDERGRADUATE / POSTGRADUATE TAUGHT STUDENT (please delete as appropriate)

	Keele Email address:
	

	Supervisor:
	

	Supervisor Signature (indicating approval for student to proceed when ethical approval has been received)

	

	Title of Project: 
	

	Proposed start date:
	

	Proposed end date for ‘field work’ (e.g. interviews): 


	


1
HUMAN TISSUES1
	Does your project involve the use of human tissues or cadaveric material?
(If yes and your proposal only involves cadaveric material please go to section 5)
	YES / NO




2
PARTICIPANTS’ CONSENT

	Will you inform participants of all aspects of the project that might reasonably be expected to influence willingness to participate and in particular, any negative consequences that might occur?

Will all participants be provided with a written information sheet?
If YES, The information sheet should normally include the following sections:-

· Aims of the project

· Clearly states that this is a student project

· Why the participant has been chosen

· What will happen to participants if they take part

· A discussion of the possible disadvantages, risks and benefits of taking part

· The procedures for ensuring confidentiality and anonymity (if appropriate)

· Contact details of the project leader and the course/module leader plus details of additional support agencies (if necessary)

If NO, or if an information sheet is not the best way of informing participants, please explain here.

A template for participant information sheets is available on the S-SPEC website
http://www.keele.ac.uk/medicine/research/ethicscommittee/

	YES / NO 
YES / NO

	Will you ensure that participants know of their right to withdraw at any stage from the project?
	YES / NO  


	Will informed consent be obtained?

If YES, please attach a copy of the consent form which will be used for the project

If NO, or if a consent form is not appropriate for any reason, please explain here.

If the project involves participants under 16, will informed consent also be obtained from parents and/or other relevant adults (e.g. teachers if this is in a school setting)?

If YES, please provide details of information to be provided and of these consent arrangements

If NO, please explain:

Templates for consent forms are available on the S-SPEC website 
http://www.keele.ac.uk/medicine/research/ethicscommittee/

	YES / NO



	What are the exclusion/inclusion criteria for this study (ie who will be allowed to / not allowed to participate)?

Please explain briefly (and in ‘lay’ terms) why you plan to use these particular criteria


	

	Will the study involve participants who are vulnerable?

For these purposes, vulnerable participants are those whose abilities to protect their own interests are impaired or reduced in comparison to the population as a whole.  Vulnerability may arise from personal characteristics (such as mental or physical impairment) or from social context and disadvantage (e.g. lack of power, education, or resources).  Prospective participants who are at high risk of consenting under duress, or as a result of manipulation or coercion, should also be considered as vulnerable.

Children and adults lacking mental capacity are presumed to be vulnerable.

If YES, what special arrangements are in place to protect vulnerable participants’ interests?

If YES does the research activity proposed require a DBS check?  (information concerning activities which require DBS checks are can be accessed via https://www.gov.uk/government/organisations/disclosure-and-barring-service and

http://www.keele.ac.uk/policyzone/viewbyowner/planningandacademicadministration/name,120854,en.php)

	YES / NO 
YES / NO  


	Will participants require any special support to take part in the project (e.g. disability support, interpreter)?

If YES, what sort of support?


	YES / NO



	Does the investigation involve observing participants unawares?

If YES, what efforts will be made to respect their privacy, values and to minimise any risk of harmful consequences?


	YES / NO



	Will the anonymity &/or confidentiality of participants be maintained?

If YES, how?

If NO, please give rationale for not doing so


	YES / NO




3
PROCEDURES

	Does the project involve people being investigated for a problem which has received medical, psychiatric, clinical psychological or similar attention?

If yes, please give details


	YES / NO




4
PROCESS

	Will participants receive any reimbursements or other payments?

If YES, how will they be reimbursed/compensated?


	YES / NO



	Does the project involve any of the following:-

Recall of personal or sensitive memories                                                                               
Reporting or discussion of personal or sensitive topics                                                          

Tasks which could be harmful or distressing to people                                                           

A significant risk of participants later regretting taking part                                                     

Procedures which are likely to provoke inter-personal or inter-group conflict                         


	YES / NO

YES / NO

YES / NO

YES / NO

YES / NO

 

	Does the project research involve the analysis of data participants will not realise would be used by you for the purposes of the project (e.g. confidential criminal, medical or financial records)?

If YES, please give rationale.


	YES / NO



	Does the project involve the possible disclosure of confidential or private information about one participant to another?

If YES, please give rationale.


	YES / NO



	Will the project leader (or a suitably qualified other person) debrief participants to ensure that they understand the nature of the project and monitor possible misconceptions or negative effects?

If NO, please give rationale.

Will the research involve access to, collection of, and/or storage of materials that;                                                                                                         

Are covered by the Official Secrets Act or Terrorism Act?                                           

Are commissioned by the military?                                                                               

Are commissioned under an EU security call?                                                             

Involve the acquisition of security clearances?                                                            

Concern terrorist or extreme groups?                                                                          

If you have ticked yes to any of these questions you are asked register your project with the University via http://www.keele.ac.uk/researchsupport/researchgovernance/securitysensitiveresearchmaterial/.  The University supports its researchers in undertaking research using security sensitive material (ie the above categories) but takes seriously the need to protect them from the misinterpretation of intent by the authorities. Therefore, registration of research enables the University to have oversight and demonstrate to authorities that it is aware of the research being carried out.
	YES / NO

YES / NO

YES / NO

YES / NO

YES / NO

YES / NO



	Are there any other ethical issues that you think might be raised by the project?

If YES, please give details:


	YES / NO




5
HEALTH & SAFETY

	Does the project have any health & safety implications for the researcher?

If yes, please outline the arrangements which are in place to minimise these risks


	YES / NO



	Does the research involve the student (UG/PGT) travelling outside the European Union?

If YES, please complete the questions below

If No, please go to Section 6.


	YES / NO



	THE FOLLOWING QUESTIONS ARE FOR RESEARCH WHICH INVOLVES KEELE STUDENTS (UG/PGT) TRAVELLING OUTSIDE THE EUROPEAN UNION

Have you consulted the Foreign and Commonwealth Office website for guidance/travel advice?

http://www.fco.gov.uk/en/travel-and-living-abroad/
Non-UK Nationals

Have you also sought travel advice/guidance from the Foreign Office (or equivalent body) of your country?

If YES, will you be visiting any areas for which particular risks have been identified or for which the advice given is not to travel to this area?

If YES

(a) Please give details

(b) Please outline the arrangements in place to manage these risks.

Is the research covered by University Insurance?

(Please contact Tracy Nevatte on 01782 734714 for confirmation)
	YES / NO

YES / NO

YES / NO

YES / NO




6
Signatures (to be completed by all applicants)
	Signatures:


	…………………………………………………….              Date: ………………………

Student 

…………………………………………………….              Date: ………………………
Applicants’ Course Director / Year Lead
…………………………………………………….              Date: ………………………

Research participants’ Course Director / Year Lead (if you plan on recruiting students you need permission from  the relevant course director or year lead of the target group to ensure they are happy with the access arrangements)
…………………………………………………….              Date: ………………………

Director of Undergraduate Programme




Please complete and submit this form along with a summary of your project proposal, a peer review pro-forma and where necessary, a copy of the participant information sheet, consent form, questionnaire or interview schedule and KF105 form with this application form to s-spec@keele.ac.uk
1Any project proposing to use cadaveric material solely on the School of Medicine premises should complete the form and include a signed copy of form KF105 from anatomy.  Any other projects involving human tissues should speak to the Human Tissues Act Officer for advice on which Ethics Committee to apply to. 
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