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	The School of Health and Life Sciences has five ethics committee sub group leads. All ethics applications should be submitted electronically to the correct email address and marked for the attention of the ethics subgroup lead (see below).


	Subgroup

	Chair of subgroup
	Which subgroup? (mark with an X)
	Email address

	Nursing and Community Health
	Dr Ben Parkinson
	x
	HLSEthicsNursing@gcu.ac.uk

	Psychology


	Dr Phil Dalgarno
	
	HLSEthicsPsychology@gcu.ac.uk

	Life sciences


	Dr Les Wood
	
	HLSEthicsLifeSciences@gcu.ac.uk

	Allied Health


	Dr David Hamilton
	
	HLSEthicsAlliedHealth@gcu.ac.uk

	Social Work


	Dr Heather Lynch
	
	HLSEthicsSocialWork@gcu.ac.uk

	Study overview



	Study title: Exploring the student experience of applying for research ethical approval: a qualitative study.


	Short title (optional): Student ethics study


	Chief investigator (N.B. this should be the academic supervisor in student projects):
Dr. Smith 



	Email for the chief investigator:

Smith@gcu.ac.uk

	Other staff involved:

Dr. Jones

	Name of student undertaking the study (if applicable): 

Sam McDonald 

	Level of study the student is undertaking (if applicable) (e.g. undergraduate, postgraduate, PhD):

PhD

	GCU email for the student undertaking the study (if applicable):

McDonald@gcu.ac.uk

	Study governance


	Study sponsor (e.g. GCU for student and/or staff projects):

GCU


	Study start date: (N.B. The date when the study starts, not the start of the education course/module):
01.06.24


	Study end date: (N.B. The date when the study ends, not the end of the education course/module
01.06.25


	Is the study research (N.B. use link to decide http://www.hra-decisiontools.org.uk/research/)?
Yes



	Is the study a clinical trial?*
No



	Does the study include any invasive or biological procedures (e.g. taking blood/tissues)? *
No



	Does the study involve the NHS (e.g. patients, staff, or both)?*
No



	Does the study require NHS REC approval?*
No


	If you have answered 'Yes' to any questions marked with an asterisk (*), please include the Senior Clinical Research Governance Manager Lyndsay.McDade@gcu.ac.uk, in your application email to the ethics committee

	Does the project involve using personal data?

Yes


	Has the chief investigator completed GDPR and data protection training?
Yes



	Has gatekeeper approval been given (if applicable)?
N/A



	Has this application been reviewed prior to submission (essential)?
Yes



	Who has reviewed this application (e.g. peer, critical friend)?
Academic supervisor



	Has the study been prospectively registered (essential for clinical trials)?
No


	What is the prospective registration number (if applicable)?
N/A



	Does the chief investigator have up to date Good Clinical Practice training (essential for clinical trials)?

Yes


	Have students involved in the study received teaching on ethical research and consent (if applicable)?
Yes



	How will results of the study be disseminated?
Yes

	Study design 



	Please answer all questions in this section


	Yes
	No
	N/A

	1) Is there a robust rationale for the study?


	X
	
	

	2) Is there a clear study question(s)?


	X
	
	

	3) Can the methodology and study design answer the question(s)?


	X
	
	

	4) Are inclusion and exclusion criteria clearly stated?


	X
	
	

	5) Will the study only invite adult participants?


	X
	
	

	6) Has the study team considered whether participant vulnerability and/or safeguarding issues will be encountered?
	X
	
	

	7) Will participants receive a participant information sheet before starting the study?


	X
	
	

	8) Will participants be able to read and understand the participant information sheet?


	X
	
	

	9) Will the participant information sheet provide full details of the study and any potential risks involved?


	X
	
	

	10) Will participants be given the opportunity to ask questions and/or contact the study team if they want to know more about the study?


	X
	
	

	11) Will participants be told their participation is voluntary?


	X
	
	

	12) Will participants be told they can withdraw from the study at any time and without any penalty?


	X
	
	

	13) Will participants have to opt-in to the study (e.g. by contacting the study team or returning a survey)?


	X
	
	

	14) Will written informed consent be taken for every participant?

(N.B. anonymous online surveys can use implied consent)


	X
	
	

	15) With questionnaires/interviews, will participants be given the option to skip questions and/or take a break?


	X
	
	

	16) Will data collection methods be tested prior to use with participants (e.g. informal rehearsal with colleague/student)?

	X
	
	

	17) Will steps be taken to reduce the burden on participants (e.g. convenient appointments, expenses, and/or regular breaks)?


	X
	
	

	18) Will permission be secured to use existing/copyrighted data collection tools?


	
	X

See below
	

	19) Will data management adhere to GCU policies, data protection legislation, and GDPR?


	X
	
	

	20) Will participants be told their participation is confidential and the situations where confidentially might have to be broken (e.g. disclosure of serious crimes)?


	X
	
	

	21) Will steps be taken to maintain participant anonymity (e.g. pseudonyms)?


	X
	
	

	22) Will participants be told what data will be collected and how their data will be used (e.g. anonymous quotes)?
	x
	
	

	23) Will participants be told about the legal basis for processing data and who to contact if they have concerns about how their data has been handled?


	X
	
	

	24) Will participants be told about what will happen to their data after the study has finished?


	X
	
	

	25) Will participants receive debriefing and/or follow-up support after the study (e.g. links to useful services)?


	X
	
	

	26) Will participants be advised to contact their GP (or other relevant person/body) if any serious health concerns are highlighted during the study.


	
	X
See below
	

	27) Will participants be told how to access a summary of the study findings once it is completed?


	X
	
	

	28) Will the study team be able to access emotional support and other assistance during the study to ensure their physical and emotional wellbeing?


	X
	
	

	29) Do the potential benefits of the study outweigh the possible risks associated with the study?


	X
	
	

	30) Will all serious adverse events that are related to the study and unexpected be documented and reported to the sponsor?


	
	
	X
See below

	31) Does the study team and/or student have the necessary knowledge, skills, and competence to undertake the study?


	X
	
	

	32) Have study documents been approved by the study team and/or academic supervisor (e.g. accessibility, presentation, and accuracy).


	X
	
	

	33) Have all ethical issues been disclosed in this application?


	x
	
	

	Review the answers given to the study designs questions (1-33). If you have answered NO to any of the above questions, then please use the space below to give a rationale for your answer and any steps taken to mitigate possible negative consequences.  

    

	Q18: No existing/copyrighted materials will be used in this study.
Q26: given the nature of the study and the questions being asked it is highly unlikely any serious health issues will be discovered.

Q30: It is highly unlikely any serious adverse events will occur that are related to the study.


	Risk assessment (the risk assessment should consider possible harms to the participant(s), the researcher(s), wider society, GCU, and any risks associated with the use of personal data). 


	
	High risk


	Medium risk
	Low risk

	High likelihood


	Unacceptable


	Tolerate with mitigation


	Tolerate with mitigation

	Medium likelihood


	Tolerate with mitigation
	Tolerate with mitigation
	Acceptable with mitigation

	Low likelihood


	Tolerate with mitigation


	Acceptable with mitigation


	Acceptable

	Risk identification (list possible risks below and use risk assessment matrix (above) to determine the level of acceptability/mitigation for each risk).


	Possible risks


	Level of risk

(e.g. low, medium, high)
	Likelihood

(e.g. low, medium, high)
	Acceptability/mitigation

(e.g. acceptable)

	1) 

Distress caused during interviews

	Medium
	Low
	Acceptable with mitigation

	2)

Possible loss of personal data
	High
	Low
	Tolerate with mitigation



	3)

Researcher fatigue during the study
	Low
	Medium
	Acceptable with mitigation


	4)
Health and safety risk due to the project being carried out on 3rd party premises


	Medium
	Low
	Acceptable with mitigation


	5)


	
	
	

	Risk mitigation



	Risk


	Steps taken to reduce and/or mitigate risks



	1)

Distress caused during interview
	The risk of distress being caused during interviews will be mitigated by informing potential participants that involvement in the study is voluntary and they are free to withdraw at any time. Tell the participants about the interview, so they know what to expect and the type of questions being asked. Tell potential participants they can skip questions and/or take breaks during the interview. Have robust debriefing in place and monitor participants for signs of distress during the interview.



	2)

Possible loss of personal data
	The loss of personal data will be mitigated by minimising the amount of personal data being used, only collecting essential personal data, restricting access to personal data (e.g. only the research team), using secure (e.g. encrypted) data storage methods, anonymising data as soon as possible, and destroying data confidentially.

  

	3)

Researcher fatigue during the study
	The risk of researcher fatigue during the study will be mitigated by setting realistic deadlines, taking regular breaks, having a good work/life balance, and making use of GCU support services (e.g. academic supervisor). 



	4)

Health and safety risk due to the project being carried out on 3rd party premises


	The health and safety risk associated with the project being carried out on 3rd party premises will be mitigated by only using the premises of established 3rd sector organisations. The project team will secure access to a private room in a central location that has reception/first aid cover. The reception worker will be made aware that interviews are taking place and will be available to assist in the unlikely event of something happening during the interview. The interviewer will familiarise themselves with fire exits and emergency procedures prior to commencing interviews. The interviewer will also liaise with other members of the study team to ensure lone working policies are followed. 



	5)


	

	Does this study have significant ethical concerns (e.g. invasive/harmful procedures, involvement of potentially vulnerable participants, or deception of participants)?



	No 



	Studies with NO significant ethical concerns should include:
· EC1 form

· Protocol (2-3 sides of A4) (see separate guidance)

· Participant information sheet(s)

· Consent Form(s)

· Copies of data collection tools/interview guides

· Adverts and/or recruitment emails

· Draft letter(s) 

· Proof of gatekeeper approval


	Studies with significant ethical concerns should include:
· EC1 form

· Protocol (4-5 sides of A4) (see separate guidance)

· Participant information sheet(s)

· Consent Form(s)

· Copies of data collection tools/interview guides

· Adverts and/or recruitment emails

· Draft letter(s) 

· Proof of gatekeeper approval


	Declaration

The study team are familiar with the declaration of Helsinki and relevant professional body codes for research ethics (e.g. BPS). I can confirm the study abides with these guidelines.

The study team agrees to bring to the attention of the ethics committee any ethical issues not covered by the above document.



	Chief investigator (this will be the supervisor for student projects)

Name: Dr. Smith
Signature: Dr. Smith
Date: 01.05.24


	Student carrying out the study (if applicable):

Name: Ms. McDonald
Signature: Ms. McDonald
Date: 01.05.24
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